From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 9/28/2020 11:17:18 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20200928 v2.pptx 

Attachments: ACTIV Daily Update 20200928 _v2.pptx 


Slides for this morning’s war room call, Monday September 28. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 9/29/2020 6:31:53 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: FW: Brazil sites for ACTIV 4a trial 


Flag: Follow up 


More perspective. 


From: Patterson, Amy (NIH/NHLBI) [E] < b6 
Sent: Tuesday, September 29, 2020 2:22 PM 

To; Wholley, David (FNIH) [T] < b6 

Cc: Adam, Stacey (FNIH) [T] < b6 

Subject: RE: Brazil sites for ACTIV 4a trial 


David, an update from our discussions today. The investigators for ACTIV 4 report that Brazil remains 3" in the world for 
current case rate BUT at the sites engaged in ACTIV 4 the case rate has declined from 30 per day to 5 per week. So this 
seems to be a regional not national decline. Hope this helps. 


Amy 

From: Wholley, David (FNIH) [T] b6 
Sent: Monday, September 28, 2020 11:57 AM 

To: Patterson, Amy (NIH/NHLBI) [E] b6 
Ce: Adam, Stacey (FNIH) [T] b6 


Subject: Brazil sites for ACTIV 4a trial 


Hi Amy— 

On our ACTIV Cross-Trial coordination meeting on Friday afternoon, Judy Kochman reported that ACTIV 4a “has lost 
approximately 40 identified sites in Brazeil, where the virus is now well controlled and few patients test positive.” When 
| reported this to Francis Collins and others (Cliff Lane, Maria Freire most notably) on our ACTIV war room call this 
morning, this was met with some degree of incredulity and of course great concern. | was asked to check on the source 
of this information—some news reports have Brazil as among the most heavily infected countries in the world for 
COVID-19. We went to check with (b) (6) We can always ask again 
tomorrow, but would you happen to have any immediate knowledge or perspective on this? If true, it has implications 
for all COVID-19 vaccines and therapeutics trials... 


Thanks, David 


David Wholley 
Senior Vice-President, Research Partnerships 


COLL0000013507 


Foundation for the National Institutes of Health 
b6 


fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2619, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards, 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 9/29/2020 6:33:47 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: RE: Brazil sites for ACTIV 4a trial 


Yes, that makes more sense. Still — 40 sites is substantial. 


From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, September 29, 2020 2:32 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: FW: Brazil sites for ACTIV 4a trial 


More perspective. 


From: Patterson, Amy (NIH/NHLBI) [E] < b6 
Sent: Tuesday, September 29, 2020 2:22 PM 

To: Wholley, David (FNIH) (T] b6 

Ce: Adam, Stacey (FNIH) [T] < b6 

Subject: RE: Brazil sites for ACTIV 4a trial 


David, an update from our discussions today. The investigators for ACTIV 4 report that Brazil remains 3“ in the world for 
current case rate BUT at the sites engaged in ACTIV 4 the case rate has declined from 30 per day to 5 per week. So this 
seems to be a regional not national decline. Hope this helps. 


Amy 

From: Wholley, David (FNIH) [T] b6 
Sent: Monday, September 28, 2020 11:57 AM 

To: Patterson, Amy (NIH/NHLBI) [E] b6 
Cc: Adam, Stacey (FNIH) [T] < b6 


Subject: Brazil sites for ACTIV 4a trial 


Hi Amy— 

On our ACTIV Cross-Trial coordination meeting on Friday afternoon, Judy Kochman reported that ACTIV 4a “has lost 
approximately 40 identified sites in Brazeil, where the virus is now well controlled and few patients test positive.” When 
| reported this to Francis Collins and others (Cliff Llane, Maria Freire most notably) on our ACTIV war room call this 
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morning, this was met with some degree of incredulity and of course great concern. | was asked to check on the source 
of this information—some news reports have Brazil as among the most heavily infected countries in the world for 
COVID-19. We went to check with (b) (6) We can always ask again 
tomorrow, but would you happen to have any immediate knowledge or perspective on this? If true, it has implications 
for all COVID-19 vaccines and therapeutics trials... 


Thanks, David 

David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Heaith 
b6 


nih.org, 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2619, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
us an organization that exceeds industry standards, 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 

Sent: 9/29/2020 10:11:15 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: FLAGGING FOR AWARENESS: ACTT-3 Web Bulletin 


Thanks, Francis, 
The potential of AEs was why the ACTIV-2 team chose the more targeted inhaled version of the drug. Also, given that 
will be given to much less ill patients they think this will make it less likely for AEs as well, but | will alert the ACTIV-2 to 


this because they are meeting with Synairgen this week to further discuss progression onto the trial. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 


Research Partnerships 

Direct: b6 Mobile: b6 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, September 29, 2020 4:54 PM 

To: Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 


Subject: FW: FLAGGING FOR AWARENESS: ACTT-3 Web Bulletin 
Importance: High 


FYI, might be relevant to possible use of interferon beta-1 in ACTIV. 


FC 

From: Myles, Renate (NIH/OD) [E] b6 > 

Sent: Tuesday, September 29, 2020 4:17 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] b6 >} 
Schwetz, Tara (NIH/OD) [E] v6 Wolinetz, Carrie (NIH/OD) [E] < b6 Parker, 
Ashley (NIH/OD) [E] b6 >; Brodd, Lauren (NIH/OD) [E] b6 >; Hallett, Adrienne 
(NIH/OD) [E] b6 Higgins, Lauren (NIH/OD) [E] b6 

Ce: Burklow, John (NIH/OD) [E] v6 : Fine, Amanda (NIH/OD) [E] < b6 ; 
Wojtowicz, Emma (NIH/OD) [E] b6 > 


Subject: FLAGGING FOR AWARENESS: ACTT-3 Web Bulletin 
Importance: High 


Hi all: 
NIAID plans to post the attached web bulletin on it’s newsroom page, but will not send to reporters. They do not know 


the nature of the SAEs because the trial is still blinded. This bulletin came about because NIAID investigators hada 
meeting with the FDA, and part of discussion was how to convey this information to other studies/sponsors. NIAID asked 
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FDA about looking at the data early, but the FDA suggested it stay blinded and put out a statement to describe what the 
DSMB recommended. 


Essentially, the trial (interferon beta-1+remdesivir vs. placebo+remdesivir; hospitalized adults) enrolled about 230 
participants and the DSMB is recommending no further enrollment for those participants with a baseline severity of 
illness requiring high flow oxygen and non-invasive mechanical ventilation (ordinal category 6). This was due to an 
observed imbalance in serious adverse events (SAEs). The DSMB also recommended not to start enrollment of subjects 
on mechanical ventilation. The DSMB reiterated there were no safety concerns in participants with lesser severity 
(those hospitalized with or without oxygen). 


NIAID has submitted to OVP report. 


Thanks, 
Renate 
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From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE856ACBSB964CA-BURKLOWJ] 


Sent: 9/30/2020 12:32:15 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tadakl]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: Can you join Friday War Room call? 


Flag: Follow up 


Sure! | expect to have the production schedule by then. Will call in. Thanks. 


John 

From; Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, September 30, 2020 8:28 AM 

To: Burklow, John (NIH/OD) [E] < v6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 


Subject: Can you join Friday War Room call? 
Hi John, 


The ACTIV War Room team would like to be sure we know where things stand with the portal that is going to point 
people to ACTIV trials. Can you possibly join us at 8 AM Friday? If so, Dial-in: b6 Passcode: b6 


Tx, Francis 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 9/30/2020 3:31:53 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20200930. pptx 

Attachments: ACTIV Daily Update 20200930.pptx 


Here are the slides for tomorrow morning’s meeting, Wednesday, September 30. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 10/1/2020 12:25:17 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Lane, Cliff (NIH/NIAID) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak|]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 


Subject: FW: ACTIV2 and Lilly sites 
Flag: Follow up 
Francis, 


Would appreciate your guidance here. | suggest you read the thread from the bottom up to get a full sense of the 
nuances here. You and Cliff may want to discuss, then reach out to Peter Kim with your thoughts. Bill Erhardt (OWS) is 
going to speak with Janet. Thanks, David 


From: Kim, Peter (NIH/NIAID) [E] < b6 
Sent: Wednesday, September 30, 2020 11:13 PM 
To: Wholley, David (FNIH) [T] < b6 Erhardt, William (HHS/IOS) < b6 


Subject: FW: ACTIV2 and Lilly sites 
David, Bill, 


I'm happy to tell that (b) (4), (b) (5) 
() (4). () (5) 


From: Kim, Peter (NIH/NIAID) [E] 
Sent: Wednesday, September 30, 2020 11:07 PM 


To: 'Mary Glessner’ b6 >; Davey Smith b6 Erhardt, William (HHS/IOS) 
b6 >; Judy Currier b6 >; Payton, Manizhe (NIH/NIAID) [E] 

< b6 >; Adedeji, Bola (NIH/NIAID) [E] b6 Germuga, Donna (NIH/NIAID) [E] 
b6 >; Wholley, David (FNIH) [T] b6 Joe Eron b6 

Ce: Read, Sarah (NIH/NIAID) [E] < b6 


Subject: RE: ACTIV2 and Lilly sites 
Mary, 
Thanks for this info. | didn’t realize that it was the sites who contacted us wanting to participate in our trial. That is 


somewhat different, than us pushing them to join us. (b) (4). (b) (5) 
(&) @). ®) G) 


Thanks, 
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Peter 


From: Mary Glessner b6 

Sent: Wednesday, September 30, 2020 10:36 PM 

To: Davey Smith b6 : Kim, Peter (NIH/NIAID) [E] b6 Erhardt, William 

(HHS/IOS) < 6 : Judy Currier < b6 : Payton, Manizhe (NIH/NIAID) [E] 
b6 ; Adedeji, Bola (NIH/NIAID) [E] < b6 ; Germuga, Donna (NIH/NIAID) [E] 
b6 Wholley, David (FNIH) [T] b6 Joe Eron b6 

Ce: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 
Hello, 


We're at 31 active sites, and ©@.®® at 16 of the sites. (2° table below, in case you're interested) Drs. Keefer (Univ 
of Rochester) and Jacobson (Case Western Reserve Univ) activated today. 


Regarding the Lilly sites, our team has done a thorough analysis of the clinicaltrials.gov information for Lilly’s trial 
(similar to what we've done for other COVID trials), and determined there are 17 of the sites that are PPD Select Sites - 
we know very well, and trust their experience and judgement on their capacity (PI, site staff and patient 


population). (b) (4). (b) (S) 
() (4). (&) (5) 


©®.© The following 11 sites in particular are in the activation process; many with fully executed ACTIV-2 CTAs and 
most activation steps completed 


nticipated| o 
Site Type | Site# [en Site City State 
10/30 ner , ee . " 
PPD Select | 1043 University of Arizona Division of Infectious Diseases Tucson AZ 
10/8 
PPD Select 1061 St Joseph Heritage Healthcare Eureka CA 
PPD Select CENTRAL VALLEY RESEARCH Modesto CA 
PPD Select 10/1 Valley Clinical Trials, Inc. Northridge CA 
PPD Select UF Health Jacksonville Jacksonville FL 
PPD Select 10/6 _| IACT Health Columbus GA 
PPD Select 10/1 Great Lakes Clinical Trials LLC Chicago IL 
PPD Select 10/16 University of Massachusetts Medical School Worcester MA 
PPD Select 10/30 Las Vegas Medical Research Las Vegas NV 
PPD Select 10/16 University of Texas Health Science Center at Houston Houston ™ 
PPD Select EvergreenHealth Research Kirkland | Washington 
Current ACTIV-2 Enrollment - 
Site Number Institution Name Investigator Name Total Currently Received a Rapid 
Randomized Test Kit 
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(6) (4). &) 6) 


1003 UCLA Chew, Kara 

1026 AGA Clinical Trials PPDS Altamirano, Dario Arrived today 
1020 Ohio State Malvestutto, Carlos 

1001 UNC Chapel Hill Wohl, David x 

1018 UPITT Choudhary, Madhu x 

1013 Vanderbilt Haas, David 


Ukansas Med Center Castro, Mario 


1002 UCSD Benson, Constance 
1011 Cornell Clinical Trials Unit, Evering, Teresa 
New York Presbyterian 
Hospital-Weill Cornell 
Uptown CRS 
1004 Cincinnati CRS Fichtenbaum, Carl 
1016 Mass General Gandhi, Rajesh 


UCSF 

Wash U School of Med 
Northwestern 
University of Pennsylvania 


University of Washington 
AIDS Clinical Trials 


Luetkemeyer, Anne 
Presti, Rachel 
Taiwo, Babafemi O 
Tebas-Medrano, Pablo 
Collier, Ann 


1008 
1025 


Enrollment Total 


Have a nice evening, 
Mary 
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Mary Glessner, PA, PMP 
PPB Senior Director 
b6 
b6é 


Providing strategic partuershi~s aud local expertise in clinical research to protect and enhance global public beatth 


From: Smith, David < b6 

Sent: Wednesday, September 30, 2020 10:19 PM 

To: Kim, Peter (NIH/NIAID) [E] b6 Mary Glessner 
(HHS/IOS) < b6 Currier, Judith, M.D. 

(E] b6 Adedeji, Bola (NIH/NIAID) [E] b6 
[E] b6 ; Wholley, David (FNIH) [T] 

Cc; Read, Sarah (NIH/NIAID) [E] b6 


Subject: Re: ACTIV2 and Lilly sites 


This email originated outside PPD. Please use caution before clicking links. 


Hi 
(&) ). (&) G) 


Davey 


Davey Smith, MD, MAS 

Protocol Chair | ACTIV-2 | riseabove.covid.org 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Seeley Riford Chair in AIDS Research 

University of California San Diego | bé 

Pronouns: he, him, his 


Administrative Contact: 


Colleen Reich | v6 
9500 Gilman Drive, La Jolla, CA 92093-0679 
P. b6 [ F. b6 


b6 >; Erhardt, William 
Payton, Manizhe (NIH/NIAID) 
Germuga, Donna (NIH/NIAID) 
b6 
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If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 
resulting publications and presentations (Al036214). More on acknowledging CFAR support may be found at 
hittos://cfar.ucsd.edu/en/cite-the-cfar/. 


From: Eron, Joseph J Jr b6 
Sent: Wednesday, September 30, 2020 6:04:30 PM 
To: b6 Mary Glessner < b6 Erhardt, William (HHS/IOS) 
b6 >; Currier, Judith, M.D. b6 ; Smith, David 
b6 >; Payton, Manizhe (NIH/NIAID) [E] < b6 Adedeji, Bola (NIH/NIAID) 
(E] b6 >; Germuga, Donna (NIH/NIAID) [E] b6 Wholley, David (FNIH) [T] 
< b6 
Cc: Read, Sarah (NIH/NIAID) [E] bé 
Subject: RE: ACTIV2 and Lilly sites 
Peter 
I don’t have anything to add — (b) (4). (&) G) 
(b) 4). (©) (5) 
Joe 
Joe Eron MD 


Professor of Medicine 
University of North Carolina at Chapel Hill 
School of Medicine 


b6 
b6 
From: Kim, Peter (NIH/NIAID) [E] < b6 
Sent: Wednesday, September 30, 2020 8:57 PM 
To: Mary Glessner b6 Erhardt, William (HHS/IOS) b6 Judy Currier 
< b6 Davey Smith b6 ; Eron, Joseph J Jr 
b6 Payton, Manizhe (NIH/NIAID) [E] b6 ; Adedeji, Bola (NIH/NIAID) 

ita} b6 Germuga, Donna (NIH/NIAID) [E] b6 Wholley, David (FNIH) [T] 

b6 
Cc: Read, Sarah (NIH/NIAID) [E] b6 
Subject: ACTIV2 and Lilly sites 
Hi all, 
Just got off the phone with (b) (4). (&) (5), 


(b) (4). (b) (5) 


®)6) 
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0) 6) 


We agreed to talk again in 2 weeks. Your thoughts would be appreciated. 
Thanks, 
Peter 


Peter Kim, M.D. 

Director, Therapeutic Research Program 

Division of AIDS 

National Institute of Allergy and Infectious Diseases 

5601 Fishers Lane 

Room 9ESO 

Bethesda, MD 20892-9830* 

(for FedEX, UPS and other courier services use Rockville, MD 20852) 
b6 (office) 


SEO HOD SS OSS HEROD ICE ORS OCOO OIE IESE SSC OBOE IEEE 
The information in this e-mail and any of its attachments is confidential and may contain sensitive information. It should 
not be used by anyone who is not the original intended recipient. If you have received this e-mail in error please inform 
the sender and delete it from your mailbox or any other storage devices. 


This email transmission and any documents, files or previous email messages attached to it may contain 
information that is confidential or legally privileged. If you are not the intended recipient or a person 
responsible for delivering this transmission to the intended recipient, you are hereby notified that you must not 
read this transmission and that any disclosure, copying, printing, distribution or use of this transmission is 
strictly prohibited. If you have received this transmission in error, please immediately notify the sender by 
telephone or return email and delete the original transmission and its attachments without reading or saving in 
any manner. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 


(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 10/1/2020 12:41:40 PM 

To: Prof Trevor M Jones CBE FMedSci [trevor.m b6 

ee Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; b6 

b6 Andrew Plump [ v6 Collins, Francis (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Slide from antiviral presentations at last Hever meeting 

Flag: Follow up 

Thank you, Trevor! 

From: Prof Trevor M Jones CBE FMedSci < b6 

Sent: Thursday, October 1, 2020 8:24 AM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Adam, Stacey (FNIH) [T] < b6 b6 v6 Andrew 

Plump < b6 Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: Slide from antiviral presentations at last Hever meeting 


David 


Sooner than | had expected...I now have permission to send you the slides 


Please find attached the full set of slides from the meeting which includes a shortened version of the slides from 


Jay Bradner (Novartis) 


Lalso attach his full set of slides 


In the meeting slides, please note the proposals from Tom Hudson (Abbvic) and Andy Plump (Takeda) (b) (5) 


(b) (5) 


We have received confirmation of interests in both of these from a number of Member Companies and the "next 


steps" will be for Tom and Andy to bring these Companies together to flesh out the details 
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I think it would be most useful for you to have a conversation with them to establish possible (probable !) links 
to FNIH ...so I am copying them to this correspondence 


1 also attach some summary data fro McKinsey ..who, as you may know, have been supporting the COVID-19 
Consortium ...and a table from from NIH 


Best regards 


Trevor 


eoeee Original Message ------ 


From: "Wholley, David (FNIH) [T]" < b6 
To: "Prof Trevor M Jones CBE FMedSci" < b6 
Ce: "Adam, Stacey (FNIH) [T]" < b6 


Sent: Wednesday, 30 Sep, 20 At 19:15 
Subject: Slide from antiviral presentations at last Hever meeting 


Hi Trevor, 

As Francis Collins mentioned at your last Hever meeting, NIH is moving forward with putting together a conference or 
workshop on discovery/development of antivirals, modeled ona very successful workshop they gave in August on 
neutralizing antibodies. The NIH folks have spoken with us at FNIH because of our management of ACTIV, and in the 
course of the conversation asked if | could reach out to you to request a copy of the presentations on antivirals that 
were given at your meeting. They are interested in incorporating any insights and avoiding duplication in planning their 
content for their meeting. Would this be possible? Thanks, David 

David Wholley 


Senior Vice-President, Research Partnerships 


Foundation for the National Institutes of Health 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 
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In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


Prof Trevor M Jones CBE FMedSci 
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From: Kim, Peter (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=C48 148E476824CE893260ACF33BOF774-KIMP2] 
Sent: 10/1/2020 1:26:55 PM 


To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 
Le 4 Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e 1cf101c0943414-adamsi4] 

Subject: Re: ACTIV2 and Lilly sites 


Thanks Cliff. That would be fine with me. 


Just a little background that might be helpful. As you know, (b) (4), (b) (5) 
(&) ). () (5) 


Thanks, 
Peter 
On Oct 1, 2020, at 9:16 AM, Lane, Cliff (NIH/NIAID) [E] b6 wrote: 
My two cents — (b) @), (b) (5) 
(&) (4). &) (5) 
Cliff 
From: "Wholley, David (FNIH) [T]" < b6 
Date: Thursday, October 1, 2020 at 8:25 AM 
To: "Collins, Francis (NIH/OD) [E]" < b6 
Ce: "Lane, Cliff (NIH/NIAID) [E]" < b6 Lawrence Tabak 
< b6 "Adam, Stacey (FNIH) [T]" < b6 


Subject: FW: ACTIV2 and Lilly sites 


Francis, 

Would appreciate your guidance here. | suggest you read the thread from the bottom up to geta full 
sense of the nuances here. You and Cliff may want to discuss, then reach out to Peter Kim with your 
thoughts. Bill Erhardt (OWS) is going to speak with Janet. Thanks, David 


From: Kim, Peter (NIH/NIAID) [E] < b6 
Sent: Wednesday, September 30, 2020 11:13 PM 
To: Wholley, David (FNIH) [T] < b6 Erhardt, William (HHS/IOS) 
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< bé6 
Subject: FW: ACTIV2 and Lilly sites 


David, Bill, 


I'm happy to tell that (b) (4). (b) (5), 
(b) 4). &) ) 


From: Kim, Peter (NIH/NIAID) (E] 
Sent: Wednesday, September 30, 2020 11:07 PM 


To: ‘Mary Glessner’ b6 ; Davey Smith v6 Erhardt, 
William (HHS/IOS) v6 Judy Currier v6 Payton, 
Manizhe (NIH/NIAID) [E] < b6 Adedeji, Bola (NIH/NIAID) [E] 

< v6 Germuga, Donna (NIH/NIAID) [E] b6 Wholley, 
David (FNIH) [T] b6 ;Joe Eron b6 

Cc: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 
Mary, 


Thanks for this info. | didn’t realize that it was the sites who contacted us wanting to participate in our 


trial. That is somewhat different, than us pushing them to join us. (b) (4), (&) (5) 
(b) (4), (®) (5) 

Thanks, 

Peter 

From: Mary Glessner b6 

Sent: Wednesday, September 30, 2020 10:36 PM 

To: Davey Smith < b6 Kim, Peter (NIH/NIAID) [E° b6 

Erhardt, William (HHS/IOS) b6 ; Judy Currier < b6 

Payton, Manizhe (NIH/NIAID) [E] b6 Adedeji, Bola (NIH/NIAID) [E] 

b6 ; Germuga, Donna (NIH/NIAID) [E] b6 ; Wholley, David 
(FNIH) [7] b6 Joe Eron b6 
Cc: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 
Hello, 


We're at 31 active sites, and ©®.©© at 16 of the sites. (2" table below, in case you're 
interested) Drs. Keefer (Univ of Rochester) and Jacobson (Case Western Reserve Univ) activated today. 
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Regarding the Lilly sites, our team has done a thorough analysis of the clinicaltrials.gov information for 
Lilly’s trial (similar to what we’ve done for other COVID trials), and determined there are 17 of the sites 
that are PPD Select Sites - we know very well, and trust their experience and judgement on their 

capacity (PI, site staff and patient population). 


©) @. &) 6) 


() (4). (&) (5) 


(®) (4). (b) (5) 


The following 11 
sites in particular are in the activation process; many with fully executed ACTIV-2 CTAs and most 
activation steps completed 


i * Anticipated 7 " 

Site Type Site # activation Site City State 
PPD Select | 1043 University of Arizona Division of Infectious Diseases Tucson AZ 
PPD Select | 1061 St Joseph Heritage Healthcare Eureka CA 
PPD Select | 1085 CENTRAL VALLEY RESEARCH Modesto CA 
PPD Select | 1059 Valley Clinical Trials, Inc. Northridge CA 
PPD Select 1039 UF Health Jacksonville Jacksonville FL 
PPD Select | 1035 IACT Health Columbus GA 
PPD Select 1049 Great Lakes Clinical Trials LLC Chicago IL 
PPD Select | 1054 University of Massachusetts Medical School Worcester MA 
PPD Select | 1048 Las Vegas Medical Research Las Vegas NV 
PPD Select | 1055 University of Texas Health Science Center at Houston Houston ™ 
PPD Select | 1080 EvergreenHealth Research Kirkland Washington 


Current ACTIV-2 Enroliment - 


Total Currently 
Randomized 


(b) (4). (b) (5) 


Site Number Institution Name Investigator Name 
1003 UCLA Chew, Kara 
1026 AGA Clinical Trials PPDS Altamirano, Dario 
1020 Ohio State Malvestutto, Carlos 
1001 UNC Chapel Hill Wohl, David 
1018 UPITT Choudhary, Madhu 
1013 Vanderbilt Haas, David 
1042 Ukansas Med Center Castro, Mario 
1002 UCSD Benson, Constance 
1011 Cornell Clinical Trials Unit, Evering, Teresa 
New York Presbyterian 
Hospital-Weill Cornell 
Uptown CRS 
1004 Cincinnati CRS Fichtenbaum, Carl 
1016 Mass General Gandhi, Rajesh 
1009 UCSF Luetkemeyer, Anne 


Arrived today 


Received a Rapid 
Test Kit 
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(6) A). () 6) 


1008 Wash U School of Med Presti, Rachel x 
1025 Northwestern Taiwo, Babafemi O 

1031 University of Pennsylvania Tebas-Medrano, Pablo 

1012 University of Washington Collier, Ann 


AIDS Clinical Trials 


Enrollment Total 


Have a nice evening, 
Mary 


Mary Glessner, PA, PMP 
PPD Senior Director 
b6 


b6 
Providing strategie partucrshife and local expertize tn clinieal research ta protect and enhance global public health 


From: Smith, David b6 
Sent: Wednesday, September 30, 2020 10:19 PM 
To: Kim, Peter (NIH/NIAID) [E] b6 Mary Glessner b6 >} 
Erhardt, William (HHS/IOS) b6é ; Currier, Judith, M.D. 

b6 Payton, Manizhe (NIH/NIAID) [E] b6 Adedeji, 
Bola (NIH/NIAID) [E] b6 >; Germuga, Donna (NIH/NIAID) [E] 
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b6 Wholley, David (FNIH) [T] < b6 
bé 

Ce: Read, Sarah (NIH/NIAID) [E] < b6 

Subject: Re: ACTIV2 and Lilly sites 


This email originated outside PPD. Please use caution before clicking links. 


Hi 


(&) 4). &) (5) 


Davey 


Davey Smith, MD, MAS 

Protocol Chair | ACTIV-2 | riseabove.covid.org 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Seeley Riford Chair in AIDS Research 

University of California San Diego b 

Pronouns: he, him, his 


Administrative Contact: 


Colleen Reich | b6 
9500 Gilman Drive, La Jolla, CA 92093-0679 
P. b6 | F. b6 


if your research has been supported by the San Diego CFAR, please be sure to acknowledge that support 
in your resulting publications and presentations (Al036214). More on acknowledging CFAR support may 
be found at https://cfar.ucsd.edu/en/cite-the-cfar/. 


From: Eron, Joseph J Jr b6 
Sent: Wednesday, September 30, 2020 6:04:30 PM 
To: b6 b6 Mary Glessner < b6 Erhardt, 
William (HHS/IOS) < b6 Currier, Judith, M.D. < b6 
Smith, David b6 Payton, Manizhe (NIH/NIAID) [E] 
b6 ; Adedeji, Bola (NIH/NIAID) [E] b6 Germuga, Donna 
(NIH/NIAID) [€] b6 ; Wholley, David (FNIH) [T] b6 
Ce: Read, Sarah (NIH/NIAID) [E] < b6 


Subject: RE: ACTIV2 and Lilly sites 
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Peter 


| don’t have anything to add — (b) (4). (b) (5), 
() (4). (&) ) 


Joe 


Joe Eron MD 

Professor of Medicine 

University of North Carolina at Chapel Hill 
School of Medicine 


b6 
b6 
From: Kim, Peter (NIH/NIAID) (E] b6 
Sent: Wednesday, September 30, 2020 8:57 PM 
To: Mary Glessner b6 ; Erhardt, William (HHS/IOS) 
b6 ; Judy Currier < b6 Davey Smith 

< b6 Eron, Joseph J Jr v6 Payton, Manizhe 
(NIH/NIAID) [E] b6 >; Adedeji, Bola (NIH/NIAID) [E] b6 
Germuga, Donna (NIH/NIAID) (E] b6 >; Wholley, David (FNIH) [T] 

b6 
Ce: Read, Sarah (NIH/NIAID) [E] b6 


Subject: ACTIV2 and Lilly sites 
Hi all, 


Just got off the phone with (b) (4). (b) (5) 
(b) (4). (b) (5) 


() ) 


We agreed to talk again in 2 weeks. Your thoughts would be appreciated. 


Thanks, 
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Peter 


Peter Kim, M.D. 

Director, Therapeutic Research Program 

Division of AIDS 

National Institute of Allergy and Infectious Diseases 

5601 Fishers Lane 

Room 9E50 

Bethesda, MD 20892-9830* 

(for FedEX, UPS and other courier services use Rockville, MD 20852) 
b6 (office) 


JEU ICED CREE OE EE OD OC ESCO EI IESES OE EEE 
The information in this e-mail and any of its attachments is confidential and may contain sensitive 
information. It should not be used by anyone who is not the original intended recipient. If you have 
received this e-mail in error please inform the sender and delete it from your mailbox or any other 
storage devices. 


This email transmission and any documents, files or previous email messages attached to it may 
contain information that is confidential or legally privileged. If you are not the intended recipient 
or a person responsible for delivering this transmission to the intended recipient, you are hereby 
notified that you must not read this transmission and that any disclosure, copying, printing, 
distribution or use of this transmission is strictly prohibited. If you have received this 
transmission in error, please immediately notify the sender by telephone or return email and 
delete the original transmission and its attachments without reading or saving in any manner. 
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From: Lane, Cliff (NIH/NIAID) {E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

Sent: 10/1/2020 1:16:32 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc; Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Adam, Stacey (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Kim, Peter (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c48148e476824ce893260acf33b0f774-kimp2] 

Subject: Re: ACTIV2 and Lilly sites 


Flag: Follow up 


Mv two cents — (b) (4) (b) (5) 
(©) @). (&) GS) 


Chiff 


From: "Wholley, David (FNIH) [T]" < b6 

Date: Thursday, October 1, 2020 at 8:25 AM 

To: "Collins, Francis (NIH/OD) [E]" < b6 

Ce: “Lane, Cliff (NIH/NIAID) [E]" < b6 Lawrence Tabak < b6 "Adam, 
Stacey (FNIH) [T]"< b6 

Subject: FW: ACTIV2 and Lilly sites 


Francis, 

Would appreciate your guidance here. | suggest you read the thread from the bottom up to get a full sense of the 
nuances here. You and Cliff may want to discuss, then reach out to Peter Kim with your thoughts. Bill Erhardt (OWS) is 
going to speak with Janet. Thanks, David 


From: Kim, Peter (NIH/NIAID) [E] < b6 

Sent: Wednesday, September 30, 2020 11:13 PM 

To: Wholley, David (FNIH) [T] < b6 Erhardt, William (HHS/IOS) < b6 
Subject: FW: ACTIV2 and Lilly sites 


David, Bill, 


I'm happy to tell that (b) (4). (b) (5) 
(b) @), (&) G) 


From: Kim, Peter (NIH/NIAID) [E] 
Sent: Wednesday, September 30, 2020 11:07 PM 
To: 'Mary Glessner’ b6 Davey Smith b6 ; Erhardt, William (HHS/IOS) 
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b6 Judy Currier < b6 Payton, Manizhe (NIH/NIAID) (E] 


b6 ; Adedeji, Bola (NIH/NIAID) [E] b6 Germuga, Donna (NIH/NIAID) [E] 
b6 ; Wholley, David (FNIH) [T] b6 Joe Eron b6 > 
Ce: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 
Mary, 


Thanks for this info. | didn’t realize that it was the sites who contacted us wanting to participate in our trial. That is 
somewhat different, than us pushing them to join us. (b) (4), (b) (5) 


() (4). (®) (5) 


Thanks, 

Peter 

From: Mary Glessner < v6 

Sent: Wednesday, September 30, 2020 10:36 PM 

To: Davey Smith < b6 ; Kim, Peter (NIH/NIAID) [E] b6 >; Erhardt, William 

(HHS/IOS) < b6 Judy Currier b6 Payton, Manizhe (NIH/NIAID) [E] 
v6 ; Adedeji, Bola (NIH/NIAID) [E] b6 Germuga, Donna (NIH/NIAID) [E] 
b6 ; Wholley, David (FNIH) [T] b6 Joe Eron b6 

Ce: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 
Hello, 


We're at 31 active sites, and (b) (4), (b) at 16 of the sites. (2 table below, in case you're interested) Drs. Keefer (Univ 
of Rochester) and Jacobson (Case Western Reserve Univ) activated today. 


Regarding the Lilly sites, our team has done a thorough analysis of the clinicaltrials.gov information for Lilly's trial 
(similar to what we've done for other COVID trials), and determined there are 17 of the sites that are PPD Select Sites - 
we know very well, and trust their experience and judgement on their capacity (PI, site staff and patient 
population). (b) (4). (6) ) 

(b) (4). (&) (5) 


(b) The following 11 sites in particular are in the activation process; many with fully executed ACTIV-2 CTAs and 
most activation steps completed 


, . nticipated| i i 

Site Type Site # activation | Site | City | State 
10/30 ee r — " . 

PPD Select | 1043 University of Arizona Division of Infectious Diseases Tucson AZ 
10/8 

PPD Select | 1061 St Joseph Heritage Healthcare Eureka CA 

PPD Select | 1085 | CENTRAL VALLEY RESEARCH | Modesto | CA 

PPD Select | 1059 | 10/1 | Valley Clinical Trials, Inc. | Northridge | CA 
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Current ACTIV-2 Enrollment - 


PPD Select | 1039 | UF Health Jacksonville | Jacksonville | FL 
PPD Select | 1035 | 10/6 | 1ACTHealth | Columbus | GA 
ppD Select | 1049 | 10/1 _| Great Lakes Clinical Trials LLC [chicago [ 
PPD Select | 1054 10/16 University of Massachusetts Medical School Worcester MA 


PPD Select 10/30 _| Las Vegas Medical Research NV 
PPO Select | 1055 | 10/16 _| University of Texas Health Science Center at Houston TX 


PPD Select | 1080 7 EvergreenHealth Research Washington 


AIDS Clinical Trials 


Site Number Institution Name Investigator Name 
1003 UCLA Chew, Kara 
1026 AGA Clinical Trials PPDS Altamirano, Dario 
1020 Ohio State Malvestutto, Carlos 
1001 UNC Chapel Hill Wohl, David 
1018 UPITT Choudhary, Madhu 
1013 Vanderbilt Haas, David 
1042 Castro, Mario 
1002 UCSD Benson, Constance 
1011 Cornell Clinical Trials Unit, Evering, Teresa 
New York Presbyterian 
Hospital-Weill Cornell 
Uptown CRS 
1004 Cincinnati CRS Fichtenbaum, Carl 
1016 Gandhi, Rajesh 
1009 UCSF Luetkemeyer, Anne 
1008 Wash U School of Med Presti, Rachel 
1025 Northwestern Taiwo, Babafemi O 
1031 University of Pennsylvania Tebas-Medrano, Pablo 
1012 University of Washington Collier, Ann 


Enrollment Total 


Total Currently 


Randomized 
(®) @), (&) G) 


Arrived today 


Received a Rapid 
Test Kit 
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Have a nice evening, 
Mary 


Mary Glessner, PA, PMP 
PPD Senior Director 


b6 
b6 


Prouiding strategic pantncnshifs and local expertise iu clinical research to protect and enhance global public heatth 


From: Smith, David b6 

Sent: Wednesday, September 30, 2020 10:19 PM 

To: Kim, Peter (NIH/NIAID) [E] < b6 Mary Glessner 
(HHS/IOS) b6 Currier, Judith, M.D. < b6 
[E]< b6 Adedeji, Bola (NIH/NIAID) [E] < b6 
[E) b6 Wholley, David (FNIH) [T] 

Ce: Read, Sarah (NIH/NIAID) [E] b6 


Subject: Re: ACTIV2 and Lilly sites 


This email originated outside PPD. Please use caution before clicking links. 


Hi 
(b) @). &) ) 


Davey 


b6 Erhardt, William 
Payton, Manizhe (NIH/NIAID) 
Germuga, Donna (NIH/NIAID) 
b6 
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Davey Smith, MD, MAS 

Protocol Chair | ACTIV-2 | riseabove.covid.org 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Seeley Riford Chair in AIDS Research 

University of California San Diego | b6 

Pronouns: he, him, his 


Administrative Contact: 


Colleen Reich | b6 
9500 Gilman Drive, La Jolla, CA 92093-0679 
Ps b6 [ike b6 


If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 
resulting publications and presentations (Al036214). More on acknowledging CFAR support may be found at 
https://cfar.ucsd.edu/en/cite-the-cfar/. 


From: Eron, Joseph J Jr b6 

Sent: Wednesday, September 30, 2020 6:04:30 PM 

To: b6 Mary Glessner b6 Erhardt, William (HHS/IOS) 

b6 Currier, Judith, M.D. b6 >; Smith, David 

< b6 Payton, Manizhe (NIH/NIAID) [E] < v6 Adedeji, Bola (NIH/NIAID) 

{E] b6 ; Germuga, Donna (NIH/NIAID) [E] b6 Wholley, David (FNIH) [T] 
b6 

Cc: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 


Peter 

| don’t have anything to add — (b) (4), (b) (5) 
(b) (4), (b) (5) 

Joe 

Joe Eron MD 


Professor of Medicine 
University of North Carolina at Chapel Hill 
School of Medicine 


b6 
b6 
From: Kim, Peter (NIH/NIAID) [E] bé 
Sent: Wednesday, September 30, 2020 8:57 PM 
To: Mary Glessner b6 Erhardt, William (HHS/IOS) b6 >; Judy Currier 
< b6 Davey Smith b6 >; Eron, Joseph J Jr 
b6 ; Payton, Manizhe (NIH/NIAID) [E] b6 >; Adedeji, Bola (NIH/NIAID) 
[E] b6 ; Germuga, Donna (NIH/NIAID) [E] b6 ; Wholley, David (FNIH) [T] 
< b6 
Cc: Read, Sarah (NIH/NIAID) [E] b6 


Subject: ACTIV2 and Lilly sites 
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Hiall, 


Just got off the phone witr (b) (4). (&) (5) 
() (4). &) () 


(b) (6) 


We agreed to talk again in 2 weeks. Your thoughts would be appreciated. 
Thanks, 
Peter 


Peter Kim, M.D. 

Director, Therapeutic Research Program 

Division of AIDS 

National Institute of Allergy and Infectious Diseases 

5601 Fishers Lane 

Room 9ES50 

Bethesda, MD 20892-9830* 

(for FedEX, UPS and other courier services use Rockville, MD 20852) 
b6 (office) 


HOO HIORI OSI SRO OISSI SRI ESHEC OS On ISR IEEE Ri tobi 


The information in this e-mail and any of its attachments is confidential and may contain sensitive information. It should 
not be used by anyone who is not the original intended recipient. If you have received this e-mail in error please inform 
the sender and delete it from your mailbox or any other storage devices. 


This email transmission and any documents, files or previous email messages attached to it may contain 
information that is confidential or legally privileged. If you are not the intended recipient or a person. 
responsible for delivering this transmission to the intended recipient, you are hereby notified that you must not 
read this transmission and that any disclosure, copying, printing, distribution or use of this transmission is 
strictly prohibited. If you have received this transmission in error, please immediately notify the sender by 
telephone or return email and delete the original transmission and its attachments without reading or saving in 
any manner. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 10/1/2020 3:32:39 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

Subject: FW: ACTIV2 and Lilly sites 


Just FYI, don’t know when your OWS Board Meeting is today or whether you want to speak to Janet at all before then— 
up to you of course. 


From: Erhardt, William (HHS/IOS) < b6 

Sent: Thursday, October 1, 2020 11:20 AM 

To: Wholley, David (FNIH) [T] < b6 Kim, Peter (NIH/NIAID) [E] < v6 Lane, Cliff 
(NIH/NIAID) [E] < b6 Adam, Stacey (FNIH) [T] < v6 


Subject: FW: ACTIV2 and Lilly sites 

David, 

Here Is Janet’s response. Seems like her priority Is facilitating generating data on the combo as soon as possible. 
Bill 


From: Woodcock, Janet b6 

Sent: Thursday, October 1, 2020 10:31 AM 

To: Pennini, Meghan (OS/ASPR/BARDA) b6 Erhardt, William (HHS/IOS) 
b6 > 

Subject: RE: ACTIV2 and Lilly sites 


(b) G) 
(b) (5) The two findings could be combined in some way. jw 


From: Pennini, Meghan (OS/ASPR/BARDA) b6 

Sent: Thursday, October 1, 2020 9:02 AM 

To: Erhardt, William (HHS/IOS) b6 >; Woodcock, Janet <. b6 
Subject: RE: ACTIV2 and Lilly sites 


(b) 6) 


Meghan 


Meghan Pennini, PhD 
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mobile: b6 


From: Erhardt, William (HHS/IOS) < b6 

Sent: Thursday, October 1, 2020 8:22 AM 

To: Woodcock, Janet (FDA/CDER) b6 Pennini, Meghan (OS/ASPR/BARDA) 
b6é 


Subject: FW: ACTIV2 and Lilly sites 
Janet, 


See conversation below between (b) (5) 


(b) G) 


Bill 


From: Kim, Peter (NIH/NIAID) [E] < b6 

Sent: Wednesday, September 30, 2020 11:13 PM 

To: Wholley, David (FNIH) [T] b6 ; Erhardt, William (HHS/IOS) < b6 
Subject: FW: ACTIV2 and Lilly sites 


David, Bill, 


I'm happy to tell that (b) (4). (b) (5). 
(b) (4). (b) (5) 


From: Kim, Peter (NIH/NIAID) [E] 
Sent: Wednesday, September 30, 2020 11:07 PM 


To: 'Mary Glessner’ b6 >; Davey Smith < b6 Erhardt, William (HHS/IOS) 
b6 Judy Currier b Payton, Manizhe (NIH/NIAID) [E] 
b6 ; Adedeji, Bola (NIH/NIAID) [E] b6 ; Germuga, Donna (NIH/NIAID) [E] 

< b6 Wholley, David (FNIH) [T] < b6 Joe Eron b6 

Cc: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 
Mary, 


Thanks for this info. | didn’t realize that it was the sites who contacted us wanting to participate in our trial. That is 
somewhat different, than us pushing them to join us. (b) (4). (b) (5) 
() (4). () 6) 
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Thanks, 


Peter 

From: Mary Glessner b6 

Sent: Wednesday, September 30, 2020 10:36 PM 

To: Davey Smith b6 >; Kim, Peter (NIH/NIAID) (E] b6 ; Erhardt, William 

(HHS/IOS) b6 Judy Currier b6 Payton, Manizhe (NIH/NIAID) [E] 
b6 >; Adedeji, Bola (NIH/NIAID) [E] < b6 gov>; Germuga, Donna (NIH/NIAID) [E] 

< v6 Wholley, David (FNIH) [T] < v6 Joe Eron b6 

Ce: Read, Sarah (NIH/NIAID) [E] b6é 


Subject: RE: ACTIV2 and Lilly sites 
Hello, 


We're at 31 active sites, and 50 enrolled at 16 of the sites. (2° table below, in case you're interested) Drs. Keefer (Univ 
of Rochester) and Jacobson (Case Western Reserve Univ) activated today. 


Regarding the Lilly sites, our team has done a thorough analysis of the clinicaltrials.gov information for Lilly’s trial 
(similar to what we've done for other COVID trials), and determined there are 17 of the sites that are PPD Select Sites - 
we know very well, and trust their experience and judgement on their capacity (PI, site staff and patient 
population). (b) (4). (b) (5) 

(b) (4), (®) (5) 


) @, The following 11 sites in particular are in the activation process; many with fully executed ACTIV-2 CTAs and 
most activation steps completed 


Site Type Site City State 
PPD Select University of Arizona Division of Infectious Diseases Tucson AZ 
PPD Select St Joseph Heritage Healthcare Eureka CA 
PPD Select CENTRAL VALLEY RESEARCH Modesto CA 
PPD Select Valley Clinical Trials, Inc. Northridge CA 
PPD Select UF Health Jacksonville Jacksonville FL 
PPD Select IACT Health Columbus GA 
PPD Select Great Lakes Clinical Trials LLC Chicago IL 
PPD Select University of Massachusetts Medical School Worcester MA 
PPD Select Las Vegas Medical Research Las Vegas NV 
PPD Select University of Texas Health Science Center at Houston Houston TX 
PPD Select EvergreenHealth Research Kirkland Washington 


Current ACTIV-2 Enrollment - 
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Total Currently 
Randomized 


(6) @). &) (5) 


Site Number Institution Name Investigator Name 
1003 UCLA Chew, Kara 

1026 AGA Clinical Trials PPDS | Altamirano, Dario 
1020 Ohio State Malvestutto, Carlos 
1001 UNC Chapel Hill Wohl, David 


1018 
1013 


UPITT 
Vanderbilt 


Choudhary, Madhu 
Haas, David 


1002 


Ukansas Med Center 
UCSD 


Castro, Mario 
Benson, Constance 


1011 


Cornell Clinical Trials Unit, 
New York Presbyterian 
Hospital-Weill Cornell 
Uptown CRS 


Evering, Teresa 


Cincinnati CRS 


Fichtenbaum, Carl 


1016 Mass General Gandhi, Rajesh 

1009 UCSF Luetkemeyer, Anne 
1008 Wash U School of Med Presti, Rachel 

1025 Northwestern Taiwo, Babafemi O 
1031 University of Pennsylvania Tebas-Medrano, Pablo 
1012 University of Washington Collier, Ann 


AIDS Clinical Trials 


Have a nice evening, 


Enrollment Total 


Received a Rapid 
Test Kit 


Arrived today 
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Mary 


Mary Glessner, PA, PMP 
PPD Senior Director 


bé 


Providing strategie partnorshits and. local exjecrtise in dinieat research to protect and enhance global public heath 


From: Smith, David b6 

Sent: Wednesday, September 30, 2020 10:19 PM 

To: Kim, Peter (NIH/NIAID) [E] b6 Mary Glessner < 
(HHS/IOS) b6 >; Currier, Judith, M.D. b6 
(E] b6é Adedeji, Bola (NIH/NIAID) [E] b6é 
ita} b6 Wholley, David (FNIH) [T] < b6 

Ce: Read, Sarah (NIH/NIAID) [E] < b6 


Subject: Re: ACTIV2 and Lilly sites 


This email originated outside PPD. Please use caution before clicking links. 


Hi 
(b) (4), (b) (5) 


Davey 


Davey Smith, MD, MAS 

Protocol Chair | ACTIV-2 | riseabove.covid.org 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Seeley Riford Chair in AIDS Research 

University of California San Diego | b6 

Pronouns: he, him, his 


Administrative Contact: 


Colleen Reich | b6 
9500 Gilman Drive, La Jolla, CA 92093-0679 
P. b6 ph b6 


; Erhardt, William 
Payton, Manizhe (NIH/NIAID) 
Germuga, Donna (NIH/NIAID) 
b6 
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If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 


From: Eron, Joseph J Jr b6 
Sent: Wednesday, September 30, 2020 6:04:30 PM 
To: b6 < b6 Mary Glessner < b6 Erhardt, William (HHS/IOS) 
< b6 >; Currier, Judith, M.D. b6 >; Smith, David 

b6 >; Payton, Manizhe (NIH/NIAID) [E] b6é Adedeji, Bola (NIH/NIAID) 
(E] b6 Germuga, Donna (NIH/NIAID) [E] v6 Wholley, David (FNIH) [T] 

b6 

Ce: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 


Peter 
| don’t have anything to add ~ (b) (4), (b) (5) 
(&) (4). (b) (5) 


Joe 


Joe Eron MD 

Professor of Medicine 

University of North Carolina at Chapel Hill 
School of Medicine 


b6 
b6 
From: Kim, Peter (NIH/NIAID) [E] < b6 
Sent: Wednesday, September 30, 2020 8:57 PM 
To: Mary Glessner b6 >; Erhardt, William (HHS/IOS) b6 >; Judy Currier 
b6 Davey Smith < b6 Eron, Joseph J Jr 
b6 Payton, Manizhe (NIH/NIAID) [E] b6 Adedeji, Bola (NIH/NIAID) 
(E] b6 ; Germuga, Donna (NIH/NIAID) [E] b6 Wholley, David (FNIH) [T] 
< b6 
Ce: Read, Sarah (NIH/NIAID) [E] < b6 


Subject: ACTIV2 and Lilly sites 
Hi all, 


Just got off the phone with (b) (4). (b) (5) 
() (4). (&) G) 


®)6) 
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) G6) 


We agreed to talk again in 2 weeks. Your thoughts would be appreciated. 
Thanks, 
Peter 


Peter Kim, M.D. 

Director, Therapeutic Research Program 

Division of AIDS 

National Institute of Allergy and Infectious Diseases 

5601 Fishers Lane 

Room 9ESO 

Bethesda, MD 20892-9830* 

(for FedEX, UPS and other courier services use Rockville, MD 20852) 
b6 (office) 


YEO OD SS IOS DICE ODE ICE OR OHOT OOO IEEE EHEC EOE 
The information in this e-mail and any of its attachments is confidential and may contain sensitive information. It should 
not be used by anyone who is not the original intended recipient. If you have received this e-mail in error please inform 
the sender and delete it from your mailbox or any other storage devices. 


This email transmission and any documents, files or previous email messages attached to it may contain 
information that is confidential or legally privileged. If you are not the intended recipient or a person 
responsible for delivering this transmission to the intended recipient, you are hereby notified that you must not 
read this transmission and that any disclosure, copying, printing, distribution or use of this transmission is 
strictly prohibited. If you have received this transmission in error, please immediately notify the sender by 
telephone or return email and delete the original transmission and its attachments without reading or saving in 
any manner. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 1/14/2021 2:36:34 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: wanted to be sure you saw this 


By the way, it is JP Morgan Healthcare Conference week, which may be one factor. | know it has been for Tom Hudson, 
who said he is going to try to attend as much of our meeting as possible. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, January 13, 2021 9:35 PM 
To: Wholley, David (FNIH) [T] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 

Subject: RE: wanted to be sure you saw this 


OK, I’m with you, let’s go ahead. 


FC 

From: Wholley, David (FNIH) [T] b6 
Sent: Wednesday, January 13, 2021 8:26 PM 
To: Collins, Francis (NIH/OD) [E] b6 
Ce: Freire, Maria (FNIH) [T] b6 


Subject: RE: wanted to be sure you saw this 


Hi Francis, 
(b) (5) 
David 
From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, January 13, 20215:21PM 
To: Wholley, David (FNIH) [T] b6 


Subject: wanted to be sure you saw this 


With Stoffels not able to join the LT tomorrow, should we consider postponing? 


From: Collins, Francis (NIH/OD) [E] 
Sent: Wednesday, January 13, 2021 1:39 PM 
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To: Menetski, Joseph (FNIH) [T] b6 : Wholley, David (FNIH) [T] < b6 
Cc: Tabak, Lawrence (NIH/OD) [E] b6 
Subject: FW: virus variants and Stoffels 


Hi Joe and David, 


See note below from Janet. Is this information about variant functional testing already known to you? 


Another note from Paul Stoffels — b6 
b6 . This is really unfortunate — no Stoffels and no Dolsten. Should we consider rescheduling? 
FC 
From: Woodcock, Janet < v6 
Sent: Wednesday, January 13, 2021 1:16 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: virus variants 


Francis | saw the proposal you made for ACTIV on this issue. Unfortunately, I'll not be able to be at all the exec comm 
meeting tomorrow. 


As you probably know, OWS/therapeutics research group that includes NIAID folk are doing pseudovirus variant neut 
testing in CBER labs. Most of the MoAb sponsors have agreed to participate. The global circulating variants are being 
given priority. 


We are also funding live virus testing for leading variants, that will start as soon as they get the virus. 


CDER/FDA is interested in a having a strategy in case variants start to predominate, both for AB development and | don’t 
know about vaccines, haven’t talked to Peter. They think a public meeting should be help on this at some point. 


I'll try to come to as much of the exec comm as possible. Are you going to raise these issues here? jw 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/2/2020 11:26:54 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Burklow, John 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acbSb964ca-burklowj] 

Subject: ACTIV Daily Update 20201002. pptx 

Attachments: ACTIV Daily Update 20201002. pptx 


Good morning—please see attached the slides for today’s war room, Friday October 2. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 10/2/2020 12:23:41 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: How did Regeneron call go yesterday? 

fyi 

From: Menetski, Joseph (FNIH) [T] < b6 

Sent: Friday, October 2, 2020 8:17 AM 

To; Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 


Subject: RE: How did Regeneron call go yesterday? 
Rather contentious, but apparently orders of magnitude more civil than when George was on the call, 


Regeneron does not want to provide any data to the DSMB for their review, does not want to go through Stage 1 and 
thinks the stage one part is too small to be reliable for their purpose. 


Jens and Jim made it clear that while Regeneron’s population is similar, it is not the same and they are not confident 
that the data reported so far is applicable to the trial. They tried to make the point that from Regeneron’s POV there will 
be no difference in how the trial will be run. 


Regeneron would have none of it. 

Janet agreed to send Regeneron an official letter describing ACTIV’s stance (Sent from Stacey), saying that ACTIV feels it 
needs to see the unblinded data to decide if the therapy can go into Stage 2. Without that data, ACTIV will require the 
therapy go through Stage 1, prior to entering stage 2. 

My overall read, Regeneron is not confident that their drug will show treatment effect in 150 patients, and do not want 
to take the risk that it will be stopped there. They want ACTIV to take that risk by committing to the full enrollment of 
Stage 2. They want ACTIV to take the risk of failure in the full trial, rather than them in the stage 1 part. 


Jens and Jim are drafting the letter for the rest of the team to modify and for us to send. 


Joe 

From: Wholley, David (FNIH) [T] b6 

Sent: Friday, October 2, 2020 7:28 AM 

To: Adam, Stacey (FNIH) [T] b6 ; Menetski, Joseph (FNIH) [T] b6 


Subject: How did Regeneron call go yesterday? 
| was unable to attend. 


David Wholley 

Senior Vice-President, Research Parinerships 

Foundation for the National Institutes of Health 
b6 


org, 


fnib.o: 
60 Rockville Pike Suite 600 North Bethesda, MD 20852 


i 
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Tit 2019, the PNIH earned the highest rating from Charity Navigator for the fifth consecutive pear and was recognized 
as an organization that exceeds industry standards. 
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From: Lane, Cliff (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

Sent: 10/2/2020 12:44:33 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: ACTIV2 and Lilly sites 


I spoke with (b) (4). (b) (5) 
() (4), &) ) 


Chiff 


From: "Collins, Francis (NIH/OD) [E]" < v6 
Date: Thursday, October 1, 2020 at 7:09 PM 

To: "Wholley, David (FNIH) [T]" b6 

Ce: "Lane, Cliff (NIH/NIAID) [E]" < b6 
Subject: RE: ACTIV2 and Lilly sites 


Just saw this. Let’s discuss in the AM. 


Re 

From: Wholley, David (FNIH) [T] < b6 
Sent: Thursday, October 1, 2020 11:33 AM 
To: Collins, Francis (NIH/OD) [E] b6 
Cc: Lane, Cliff (NIH/NIAID) [E] < bé6 


Subject: FW: ACTIV2 and Lilly sites 
Importance: High 


Just FYI, don’t know when your OWS Board Meeting is today or whether you want to speak to Janet at all before then— 
up to you of course. 


From: Erhardt, William (HHS/IOS) b6 

Sent: Thursday, October 1, 2020 11:20 AM 

To: Wholley, David (FNIH) [T] < b6 Kim, Peter (NIH/NIAID) [E] < v6 Lane, Cliff 
(NIH/NIAID) [E] b6 >; Adam, Stacey (FNIH) [T] b6 


Subject: FW: ACTIV2 and Lilly sites 

David, 

Here is Janet’s response. Seems like her priority is facilitating generating data on the combo as soon as possible, 
Bill 

From: Woodcock, Janet b6 > 


Sent: Thursday, October 1, 2020 10:31 AM 
To: Pennini, Meghan (OS/ASPR/BARDA) b6 >; Erhardt, William (HHS/IOS) 
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b6 
Subject: RE: ACTIV2 and Lilly sites 


(b) (5) 


From: Pennini, Meghan (OS/ASPR/BARDA) < 


Sent: Thursday, October 1, 2020 9:02 AM 
To: Erhardt, William (HHS/IOS) 
Subject: RE: ACTIV2 and Lilly sites 


Meghan 


Meghan Pennini, PhD 
mobile: b6 


From: Erhardt, William (HHS/IOS) 
Sent: Thursday, October 1, 2020 8:22 AM 
To: Woodcock, Janet (FDA/CDER) 
b6 
Subject: FW: ACTIV2 and Lilly sites 
Janet, 


See conversation below between 


Bill 


From: Kim, Peter (NIH/NIAID) [E] 


Sent: Wednesday, September 30, 2020 11:13 PM 


To: Wholley, David (FNIH) [T] b6 
Subject: FW: ACTIV2 and Lilly sites 


David, Bill, 


(b) G) 


The two findings could be combined in some way. jw 


b6 
b6 >; Woodcock, Janet <! b6 
(&) (5) 
b6 
v6 ; Pennini, Meghan (OS/ASPR/BARDA) 
(b) (5) 
(b) (5) 
bé 
>; Erhardt, William (HHS/10S) b6 
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I'm happy to tell that (b) @). &) GS) 
&) 4). &) ©) 


From: Kim, Peter (NIH/NIAID) [E] 
Sent: Wednesday, September 30, 2020 11:07 PM 


To: ‘Mary Glessner’ b6 ; Davey Smith b6 >; Erhardt, William (HHS/IOS) 
v6 Judy Currier b6 >; Payton, Manizhe (NIH/NIAID) [E] 
b6 >; Adedeji, Bola (NIH/NIAID) [E] b6 ; Germuga, Donna (NIH/NIAID) [E] 
b6 Wholley, David (FNIH) [T] b6 >; Joe Eron< b6 
Cc: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 
Mary, 


Thanks for this info. | didn’t realize that it was the sites who contacted us wanting to participate in our trial. That is 
somewhat different, than us pushing them to join us. (b) (4), (b) (5) 
(®) (4), &) ) 


Thanks, 

Peter 

From: Mary Glessner b6é 

Sent: Wednesday, September 30, 2020 10:36 PM 

To: Davey Smith b6 ; Kim, Peter (NIH/NIAID) [E] < b6 ; Erhardt, William 

(HHS/IOS) b6 Judy Currier < b6 Payton, Manizhe (NIH/NIAID) [E] 

< b6 Adedeji, Bola (NIH/NIAID) [E] b6 >; Germuga, Donna (NIH/NIAID) [E] 
b6 Wholley, David (FNIH) [T] b6 Joe Eron b6 > 

Cc: Read, Sarah (NIH/NIAID) [E] b6 


Subject: RE: ACTIV2 and Lilly sites 
Hello, 


We're at 31 active sites, and (b) (4), (b) at 16 of the sites. (2° table below, in case you're interested) Drs. Keefer (Univ 
of Rochester) and Jacobson (Case Western Reserve Univ) activated today. 


Regarding the Lilly sites, our team has done a thorough analysis of the clinicaltrials.gov information for Lilly's trial 
(similar to what we've done for other COVID trials), and determined there are 17 of the sites that are PPD Select Sites - 
we know very well, and trust their experience and judgement on their capacity (PI, site staff and patient 
population). (b) (4). (6) G) 

‘ : &) @). @) G) j 


(b) (4), The following 11 sites in particular are in the activation process; many with fully executed ACTIV-2 CTAs and 
AidWactivation steps completed 
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site Type eas site city State 
10/30 ie ain = sarc P e: 
PPD Select University of Arizona Division of Infectious Diseases Tucson AZ 
10/8 
PPD Select St Joseph Heritage Healthcare Eureka CA 
PPD Select CENTRAL VALLEY RESEARCH Modesto CA 
PPD Select 10/1 Valley Clinical Trials, Inc. Northridge CA 
PPD Select UF Health Jacksonville Jacksonville FL 
PPD Select 10/6 _| IACT Health Columbus GA 
PPD Select 10/1 Great Lakes Clinical Trials LLC Chicago Ik 
PPD Select 10/16 University of Massachusetts Medical School Worcester MA 
PPD Select 10/30 | Las Vegas Medical Research Las Vegas NV 
PPD Select 10/16 University of Texas Health Science Center at Houston Houston ™ 
PPD Select EvergreenHealth Research Kirkland Washington 
Current ACTIV-2 Enrollment - 
Site Number Institution Name Investigator Name Total Currently Received a Rapid 
Randomized Test Kit 
Chew, Kara (b) (4), (®) (5) 

1026 AGA Clinical Trials PPDS Altamirano, Dario Arrived today 
1020 Ohio State Malvestutto, Carlos 

UNC Chapel Hill Wohl, David x 

Choudhary, Madhu x 

1013 Vanderbilt Haas, David 

Ukansas Med Center Castro, Mario 
1002 UCSD Benson, Constance 
1011 Cornell Clinical Trials Unit, Evering, Teresa 

New York Presbyterian 

Hospital-Weill Cornell 

Uptown CRS 

Cincinnati CRS Fichtenbaum, Carl 

UCSF Luetkemeyer, Anne x 

Wash U School of Med Presti, Rachel x 

Northwestern Taiwo, Babafemi O 
1031 University of Pennsylvania Tebas-Medrano, Pablo 
1012 University of Washington T Collier, Ann 

AIDS Clinical Trials 

“[Enroliment Total 
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Have a nice evening, 
Mary 


Mary Glessner, PA, PMP. 
PPD Senior Director 
b6 
b6 


Providing strategie pantucrshif and local expertise ta clinical research ta protect and eakance global public health 


From: Smith, David b6 

Sent: Wednesday, September 30, 2020 10:19 PM 

To: Kim, Peter (NIH/NIAID) [E] < b6 Mary Glessner < 
(HHS/IOS) v6 Currier, Judith, M. b6 
[El< b6 >; Adedeji, Bola (NIH/NIAID) [E] b6 
[E]l< b6 Wholley, David (FNIH) [T] 


Ce: Read, Sarah (NIH/NIAID) [E] b6 
Subject: Re: ACTIV? and Lilly sites 


This email originated outside PPD. Please use caution before clicking links. 


Hi 
(©) @). &) G) 


b6 Erhardt, William 
Payton, Manizhe (NIH/NIAID) 
>; Germuga, Donna (NIH/NIAID) 
b6 
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(6) 4). ®) ) 


Davey 


Davey Smith, MD, MAS 

Protocol Chair | ACTIV-2 | riseabove.covid.org 

Head | Division of Infectious Diseases and Global Public Health 
Professor | Department of Medicine 

Co-Director | San Diego Center for AIDS Research (CFAR) 
Florence Seeley Riford Chair in AIDS Research 

University of California San Diego |> 

Pronouns: he, him, his 7 


Administrative Contact: 


Colleen Reich | b6 
9500 Gilman Drive, La Jolla, CA 92093-0679 
P. b6 (ites b6 


If your research has been supported by the San Diego CFAR, please be sure to acknowledge that support in your 
resulting publications and presentations (Al036214). More on acknowledging CFAR support may be found at 


https://cfar.ucsd.edu/en/cite-the-cfar/. 


From: Eron, Joseph J Jr v6 
Sent: Wednesday, September 30, 2020 6:04:30 PM 


To: b6 < b6 Mary Glessner 

< b6 Currier, Judith, M.D. b6 
b6 >; Payton, Manizhe (NIH/NIAID) [E] < 

[E]< b6 Germuga, Donna (NIH/NIAID) [E] < 

< b6 


Cc: Read, Sarah (NIH/NIAID) [E] < 
Subject: RE: ACTIV2 and Lilly sites 


b6 


Peter 
| don’t have anything to add — 


b6 Erhardt, William (HHS/IOS) 
; Smith, David 

b6 Adedeji, Bola (NIH/NIAID) 

v6 Wholley, David (FNIH) [T] 


(&) (4). (&) 6) 


(b) (4). (6) G) 


Joe Eron MD 
Professor of Medicine 
University of North Carolina at Chapel Hill 
School of Medicine 
b6é 
b6 
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From: Kim, Peter (NIH/NIAID) [E] b6 
Sent: Wednesday, September 30, 2020 8:57 PM 


To: Mary Glessner b6 ; Erhardt, William (HHS/IOS) b6 Judy Currier 
b6é Davey Smith b6 Eron, Joseph J Jr 
b6é Payton, Manizhe (NIH/NIAID) [E] b6 Adedeji, Bola (NIH/NIAID) 
(E] b6 Germuga, Donna (NIH/NIAID) [E] v6 Wholley, David (FNIH) [T] 
c b6 
Ce: Read, Sarah (NIH/NIAID) [E] b6 


Subject: ACTIV2 and Lilly sites 
Hi all, 


Just got off the phone with (b) (4), (b) (5), 
() (4). (©) ) 


(b) (5) 


We agreed to talk again in 2 weeks. Your thoughts would be appreciated. 
Thanks, 
Peter 


Peter Kim, M.D. 

Director, Therapeutic Research Program 

Division of AIDS 

National Institute of Allergy and Infectious Diseases 

5601 Fishers Lane 

Room 9ESO 

Bethesda, MD 20892-9830* 

(for FedEX, UPS and other courier services use Rockville, MD 20852) 
b6 (office) 


EEOC OSIRIS SOOO HO ESOT SOS SSS SOE robpk 


The information in this e-mail and any of its attachments is confidential and may contain sensitive information. It should 
not be used by anyone who is not the original intended recipient. If you have received this e-mail in error please inform 
the sender and delete it from your mailbox or any other storage devices. 
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This email transmission and any documents, files or previous email messages attached to it may contain 
information that is confidential or legally privileged. If you are not the intended recipient or a person 
responsible for delivering this transmission to the intended recipient, you are hereby notified that you must not 
read this transmission and that any disclosure, copying, printing, distribution or use of this transmission is 
strictly prohibited. If you have received this transmission in error, please immediately notify the sender by 
telephone or return email and delete the original transmission and its attachments without reading or saving in 
any manner. 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 

Sent: 10/2/2020 1:22:05 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Subject: RE: ACTIV-2 
Flag: Follow up 
Hi Francis, 


There isnot. The closest location in Johns Hopkins. However, if there is a particular need for someone in DC, perhaps a 
home health visit might be arranged, | can check with the team given that should be coming online next week. 


Thanks, 
Stacey 


Stacey J, Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 Mobile: ¢ b6 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, October 2, 2020 9:02 AM 

To: Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 
Subject: ACTIV-2 


Is there an ACTIV-2 enrollment site in the DC area? 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/2/2020 2:42:54 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: ACTIV-2 


| see Stacey answered you. (b) (5) 
b) 6) 
From: Collins, Francis (NIH/OD) {E] < b6 
Sent: Friday, October 2, 2020 9:02 AM 
To: Wholley, David (FNIH) [T] < b6é Adam, Stacey (FNIH) [T] < b6 


Subject: ACTIV-2 


Is there an ACTIV-2 enrollment site in the DC area? 
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From: b6 [ b6 


Sent: 1/20/2021 5:39:24 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

cc: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc42427ea3d34f1e072f8cb7-menetskijp]; Chen, Helen 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8801b022ef97 4bf7 bda8fd06i6 7002cf-qingchen.de]; Appell, Evan 
[/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83]; 
Connelly, Sarah [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3ed93bab); Hawk, Harrison [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=user280c84f8); Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; 'Doug Thomas’ 
[ b6 ‘Patti Rossman' [ b6 

Subject: RE: Clinical/Preclinical therapy information request form 


Dear Stacey, 

Thank you for your response. We would really appreciate receiving more details about what criteria our application did 
not meet in order to be advanced for further evaluation. We have provided information on the mechanism of action, 
primarily as a thioredoxin reductase inhibitor, in vitro studies demonstrating its anti-viral and immunomodulating 
activity against COVID-19, and historical studies demonstrating it’s anti-inflammatory and immunomodulatory activity 
for rheumatoid arthritis that would directly relate to modulating the cytokine storm associated with COVID-19 severe 
cases, This drug has been approved for use in rheumatoid arthritis for 35 years, demonstrating safety after long term 
use, and has been investigated in clinical trials for infectious diseases and cancer. It is inexpensive, oral and 
manufacturing can be quickly scaled up to meet the needs of COVID patients in many settings (outpatient, hospitalized 
and long-haulers). In addition, patients with mutations or auto-antibodies to interferon that are unable to mount a 
response to COVID-19 may find benefit from this drug as it has been demonstrated to bypass the need for interferon 
and active NK cells. It would really help us to understand exactly what criteria we did not adequately address that led to 
this decision. Otherwise, how are we to know what data we need to provide for a resubmission? | would really 
appreciate your help with providing further clarifications. 

Best Regards, 

Shawnya 


Shawnya Michaels, MS, MBA 


coo 
Tackle Bio, Inc. 
b6 
From: Adam, Stacey (FNIH) [T] < b6 
Sent: Saturday, January 16, 2021 12:34 PM 
To: b6 
Cc: Menetski, Joseph (FNIH) [T] < v6 Chen, Helen < v6 Appell, Evan 
iQ b6 Connelly, Sarah < b6 Hawk, Harrison < b6 


Subject: RE: Clinical/Preclinical therapy information request form 
Dear Shawnya, 
Thank you very much for submitting your Auranofin through the ACTIV Clinical and Preclinical Candidate Compound 


Survey to be considered as a therapeutic candidate against COVID-19. We truly appreciate your time and contribution in 
this important effort. To date, the ACTIV team has received hundreds of survey entries from investigators like you. 
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The ACTIV Agent Prioritization Team, which consists of infectious disease experts across academia, industry, and 
government agencies, has thoroughly reviewed and evaluated candidates against a set of pre-defined criteria, including 
rationale of use for treating COVID-19 or its resulting symptoms, mechanism of action, safety, and relevant preclinical 
and clinical data, with the main objective of identifying therapeutic agents that can be placed in a Phase II/III master 
protocol trial. Upon careful deliberation, the team feels that Auranofin does not meet the criteria to be advanced for 
further evaluation within the ACTIV master protocols at this time. 


Re-submission of the agent will be considered when additional data on the aforementioned evaluation criteria becomes 
available. We would encourage you to consider before resubmitting any data that for clinically ready agents, we are 
looking for agents ready for large Phase 3 confirmatory trials. We will also be looking for agents with more than minimal 
effects since existing treatments have already been approved under EUA for multiple patient settings. 


In addition, in the interest of full transparency, we need to inform you that at this time, many of our ACTIV trials for 
which we are reviewing agents are at capacity for agents they will be able to assess within early 2021. Therefore, if 
you also decide to seek to have your agent analyzed by another group, we will understand. We will of course still 
assess the data you share on the agent and determine if it will be placed on a list for further consideration should 
space in the appropriate ACTIV trial become available. 


We want to thank you again for sharing with ACTIV your idea for combating this pandemic. Feel free to reach out if you 
have additional questions. 


Kind regards, 
Stacey 


From: b6 

Sent: Monday, December 28, 2020 2:04 PM 

To: activ_submission <activ_submission@fnih.org> 

Ccb 

Subject: RE: Clinical/Preclinical therapy information request form 


Hi There, 

We recently submitted an application into the ACTIV Survey portal and are hoping for a rapid review! Our QA person is 
asking about QA requirements that our company will have if our candidate is selected for a Phase II trial. Can you 
provide any information about this? We would also like to know when we can expect to hear about the review of our 
application or updates on the program. Thanks for your help with this! 

Best Regards, 

Shawnya 


Shawnya Michaels, MS, MBA 
coo 
Tackle Bio, Inc. 

b6 


From: activ submission@fnih.org <activ_submission@fnih.org> 
Sent: Friday, December 11, 2020 10:03 AM 

To: b6 

Subject: Clinical/Preclinical therapy information request form 


b6 Thank you for completing the ACTIV COVID-19 Clinical & Preclinical Candidate Compound Portal survey. This 
email serves as a confirmation that we have received your completed survey. Thank You 
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Stacey J. Adam, PhD 

: x, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 

Direct b6 Mobile: b6 

fnih.org 

11400 Rockville Pike, Suite 600, North Bethesda, MD 20852 


SFNIH 3 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/21/2021 6:30:00 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: ACTIV Trials Update_04-19-2021 for DK-v4.pptx 

Attachments: ACTIV Trials Update_04-19-2021 for DK-v4.pptx 


Hi, Francis, all: 

As | mentioned in Monday’s war room, Stacey was asked by Kevin Bugin to attend a meeting tomorrow morning with 
him and Dina Halme to go over the slides to be used describing ACTIV therapeutic testing progress for Dr. Kessler’s WH 
meeting. | have now been invited to the meeting. Here are the slides that have been forwarded for consideration (we 
are assuming 1 or 2 will be backup, and understand Dina may request some changes). Please let us know any comments 
or concerns. Thanks, David 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 

Sent: 10/2/2020 3:52:44 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: ACTIV-2 


Hi Francis, 
PPD also just made us aware that INOVA Fairfax is also now open and might be slightly closer than Hopkins. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 


Director, Cancer 
Research Partnerships 
Direct: b6 Mobile: b6 


From: Adam, Stacey (FNIH) [T] 

Sent: Friday, October 2, 2020 9:22 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 
Subject: RE: ACTIV-2 


Hi Francis, 


There is not. The closest location in Johns Hopkins. However, if there is a particular need for someone in DC, perhaps a 
home health visit might be arranged, | can check with the team given that should be coming online next week. 


y J. Adam, PhD 

‘or, Cancer 

Research Partnerships 

Direet: b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] < bé 

Sent: Friday, October 2, 2020 9:02 AM 

To: Wholley, David (FNIH) [T] b6 Adam, Stacey (FNIH) [T] < b6 
Subject: ACTIV-2 


Is there an ACTIV-2 enrollment site in the DC area? 


COLL0000013607 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 10/2/2020 11:24:18 PM 
To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Cohen, Michael J 
b6 Garrigan, T! [ b6 Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklow)]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Sanquini, Louis 
[ b6 
cc: Abdelsamad, Omar M [ b6 Clapsis, Antonios [ b6 
Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; Neuberger, Alina P. 
b6 
Subject: RE: CVS - NIH - SARS-CoV-2 Positive outpatient therapy trial 


Thanks so much for your participation in the call this afternoon. Sounds like we can make real progress together. 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Friday, October 2, 2020 5:20 PM 

To; Cohen, Michael J < b6 Garrigan, TJ < v6 Burklow, John 
(NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < 6 Collins, Francis (NIH/OD) [E] 
< b6 Sanquini, Louis < b6 

Ce: Abdelsamad, Omar M < b6 Clapsis, Antonios < b6 

Wood, Gretchen (NIH/OD) [E] < b6 Neuberger, Alina P. < b6 


Subject: RE: CVS - NIH - SARS-CoV-2 Positive outpatient therapy trial 
Dear ACTIV and CVS Teams, 


While after this email, we will boil it down to just the primary contact from both sides, | wanted to ensure the whole CVS 
team had access to the protocols discussed, in case that is helpful. Attached are the ACTIV-2 (A5401), ACTIV-4a (Ridker), 
and the C3PO (convalescent plasma) trial protocols, of these except the ACTIV-4a (Ridker) study should be the final 
approved protocols. | will be sure to get the final from Paul and share that before our call. 


As for arranging a call with the ACTIV/CP trial teams, please just send me some good times for your group and | will work 
to align them to our team’s schedules either is a large group or by individual trials, whichever is fastest. 


| will also work on getting the list of all the sites currently open for the trials and their address with zip code. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 Mobile: b6 
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From: Perez-Stable, Eliseo (NIH/NIMHD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DO6F5C7 AADO94F668SD9F1D260D46441-PEREZSTABLE] 

Sent: 10/3/2020 8:43:35 PM 

To: Gibbons, Gary (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407-gibbonsgh]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1 bb0b9aac84846c-mensahga]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa] 

Subject: Re: Follow up with CVS 


Flag: Follow up 


Hello Stacey, | agree with Gary. From NIMHD perspective Monica Hooper (NIMHD Deputy) and Nathan Stinson 
(Community Health and Population Science Division Director). Thanks for facilitating the connection to CVS. Best, Eliseo 


From: "Gibbons, Gary (NIH/NHLBI) [E]" < b6 

Date: Saturday, October 3, 2020 at 12:22 PM 

To: "Adam, Stacey (FNIH) [T]"< b6 Francis Collins < b6 

Cc: "Wholley, David (FNIH) [T]"< b6 Eliseo Perez Stable < b6 

"Mensah, George (NIH/NHLBI) [E]" < b6 “Patterson, Amy (NIH/NHLBI) [E]" 
b6 


Subject: RE: Follow up with CVS 


Thanks Francis; we very much appreciate being looped in on this potentially promising opportunity to enhance the 
diversity of research participants in therapeutic/vaccine trials. 


Hi Stacey, 

Thanks for the follow-up and outreach. 

| won't speak for Eliseo, but It would be my preference for the dialogue with CVS-NIH to initially loop-in both George 
Mensah (CEAL-Co-Lead) and Amy Patterson (CONNECTS-ACTIV Lead) given the potential cross-cutting implications of the 
CVS platform on the collaborative, inter-dependent objectives of CEAL, CoVPN and ACTIV. 

Many thanks for facilitating the connection and coordinating the next steps. 


Have a great weekend. 


Best regards, 


Gary 

From: Adam, Stacey (FNIH) [T] < b6é 
Sent: Saturday, October 3, 2020 11:36 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
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Cc: Wholley, David (FNIH) [T] < be Gibbons, Gary (NIH/NHLBI) [E] < b6 Perez- 
Stable, Eliseo (NIH/NIMHD) [E] < b6 
Subject: RE: Follow up with CVS 


Hi Francis, 


Yes, |am happy to include the any of the CEAL team members in our meetings with the CVS team once we get them 
arranged. 


Hi Gary, 
Please just let me know whom from your team | should include in the planning. 


Thanks, 
Stacey 


y d. Adam, PhD 

or, Cancer 

Research Partmerships 

Direct: b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Saturday, October 3, 2020 11:08 AM 

To: Adam, Stacey (FNIH) [T] v6 

Cc: Wholley, David (FNIH) [T] b6 ; Gibbons, Gary (NIH/NHLBI) [E} b6 Perez- 
Stable, Eliseo (NIH/NIMHD) [E} b6 

Subject: Follow up with CVS 


Hi Stacey, 


It would be great to include the CEAL team in your follow ups with CVS about trial recruitment. Gary has already 
reached out to indicate interest in that. Can you make those links happen? 


Thanks, Francis 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 4/20/2020 12:26:34 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
Subject: Re: Call today 
Understood. 
From: "Freire, Maria (FNIH) [T]" b6 
Date: Monday, April 20, 2020 at 8:16 AM 
To: "Tabak, Lawrence (NIH/OD) [E]" < b6 Francis Collins < b6 
Cc: "Wholley, David (FNIH) [T]" < b6 


Subject: RE: Call today 


Thank you Larry. You should know, however, that NIAID has come to us to do this. M. 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Monday, April 20, 2020 8:13 AM 

To: Collins, Francis (NIH/OD) [E] < b6é Freire, Maria (FNIH) [T] < b6 
Cc: Wholley, David (FNIH) [T] < b6 

Subject: Re: Call today 


Francis, 
| think this is one we can take off your plate. Let me work with NIAID et al. to figure out a better approach. 
Larry 


From: Francis Collins b6 

Date: Monday, April 20, 2020 at 8:11 AM 

To: "Freire, Maria (FNIH) [T]" < b6 

Ce: "Tabak, Lawrence (NIH/OD) [E]" < b6 “Wholley, David (FNIH) [T]" 
< b6 

Subject: RE: Call today 


Point well taken. | have asked Ashley to help me with the requests that come to me, but there are lots more 
than that. NIAID has a pretty good system, but not everything goes to them. 


From: Freire, Maria (FNIH) [T] b6 

Sent: Monday, April 20, 2020 7:56 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Tabak, Lawrence (NIH/OD) [E] b6 >; Wholley, David (FNIH) [T] < b6 
Subject: Call today 


Francis, on the call today | will bring up the need to establish a receipt, response and triage unit for the large number of 


offers and requests we are getting. We also need a communications plan to let folks know where we are, what ACTIV is 
doing, the fate of their offers, etc. Things are coming fast and furious and, while the FNIH has language we are using to 
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reply, all requests need to be captured in a central facility. These activities NIH should lead, not us. We do not have the 
bandwidth. Let’s discuss, M. 
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From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 


(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE856ACBSB964CA-BURKLOWJ] 


Sent: 5/5/2020 12:20:28 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Myles, Renate (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 
cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak|] 


Subject: RE: Communications 


Thanks, Francis. | think there were a couple of things. One, | think we felt we were being asked to create 
communications very quickly, while we didn’t feel our ducks are enough in a row, or that the information was ready to 
be shared publicly. Part of it, however, is that perhaps Renate and | don’t have a strong grasp of where we are with the 
initiative. Also, | think it would help a great deal to bring in Carrie, Lyric, and OSP staff. They always play an important 
role in writing fact sheets, QA, etc., about the science and the projects. It sounded to us that we need a sizable, 


dedicated NIH team for ACTIV, working closely with the FNIH team. 


Re: additional staff, | think once we have an agreed-upon strategy and plan, we should consider getting help from NCI 
comms and perhaps other ICs. We also would tap comms contract support. For starters, we can begin framing a broad 


communication plan, with the understanding that more content will be coming our way. 
Maria proposed that David brief us and Carrie and we think that’s a good next step. 


Hope this helps. 


John 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, May 5, 2020 6:24 AM 

To: Myles, Renate (NIH/OD) [E] < b6 Burklow, John (NIH/OD) [E] < 
Cc: Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: FW: Communications 
Hi Renate and John, 


I'm curious to know how you thought the conversation with Maria went. 


(b) (5) 
Francis 
From: Freire, Maria (FNIH) [T] b6 
Sent: Monday, May 4, 2020 5:23 PM 
To: Collins, Francis (NIH/OD) [E] b6é 
Cc: Tabak, Lawrence (NIH/OD) [E] b6 ; Wholley, David (FNIH) [T] < 


Subject: Communications 


Francis, 


bé6 
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As we agreed. | had a call with the NIH and the FNIH communications folks. It became clear that (hy) (5) 


to join the conversation. They are always a great resource for everyone and we would benefit from their help. 


Therefore, unless there is a concern, | will organize a briefing with David’s team and me so we can bring everyone up to 
speed on what the FNIH has been doing — after Wednesday! 


Best, M. 


P.S, We all agreed, by the way, that we needed a webpage, which means materials to include in it. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 4/20/2020 7:17:53 PM. 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: question to ask the leadership group-- 

Flag: Follow up 


Though | think it does need to be paired with the question about practicality too. Two ends of the same stick. 
From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, April 20, 2020 3:12 PM 

To: Wholley, David (FNIH) [T] < b6 

Subject: RE: question to ask the leadership group-- 


| love the thinking big exhortation! But you knew that. 


From: Wholley, David (FNIH) [T] b6 
Sent: Monday, April 20, 2020 3:04 PM 
To: Collins, Francis (NIH/OD) [E] < v6 


Subject: question to ask the leadership group-- 


Am on the master protocol WG subgroup call and Keith Gottesdiener just asked a great question of the group: are we 
thinking big enough? He meant it in the context of designing the trials, but | think it is a question for all of ACTIV. | 
would not put it on the slides—it is the kind of question one just asks. (The flip side of course is “are we being pragmatic 
enough too”). Just a thought 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
fnih.org, 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 4/20/2020 7:03:30 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: question to ask the leadership group-- 

Flag: Follow up 


Am on the master protocol WG subgroup call and Keith Gottesdiener just asked a great question of the group: are we 
thinking big enough? He meant it in the context of designing the trials, but I think it is a question for all of ACTIV. | 
would not put it on the slides—it is the kind of question one just asks. (The flip side of course is “are we being pragmatic 
enough too”). Just a thought 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


b6 
fnib.ore 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FN earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 


Sent: 4/20/2020 6:39:55 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: Duke-Margolis Therapeutics Webinar: Invitation to Present 

Flag: Follow up 


Totally. We are on it. 


From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Monday, April 20, 2020 at 1:38:48 PM 
To: "Freire, Maria (FNIH) [T]" < b6 


Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 


PCORnet should certainly be considered in the clinical trials capacity WG. 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Monday, April 20, 2020 2:26 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 


Thank you! By the way, you had an audience of 900 and having Scot supportive was terrific. Also, Josie Briggs just 
reached out to me to see what PCORI can do. | am setting up a conversation with our folks, possibly tomorrow 
morning. M. 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Monday, April 20, 2020 2:18 PM 

To: Freire, Maria (FNIH) [T] < bé6 

Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 


Sorry, | didn’t appreciate the nuances, Glad to change terminology to your preferred version. 
FC 


From: Freire, Maria (FNIH) [T] b6 

Sent: Monday, April 20, 2020 1:05 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 


Great job, Francis — thank you! Just one thing, you keep saying David and the FNIH are doing project management of 
ACTIV. The project manager role is like saying we are the lab technicians. Maybe just say we are managing the 
partnership? 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, April 20, 2020 12:28 PM 

To: Dr Mark McClellan, M.D. b6 

Ce: bé Wood, Gretchen (NIH/OD) [E] b6 

McManus, Ayanna (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] b6 

Marianne Hamilton Lopez, Ph.D. b6 ; Patricia Green b6 ; 
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Elizabeth Murphy < b6 Karley Whelan b6 Freire, Maria (FNIH) [T] 
b6 

Subject: Re: Duke-Margolis Therapeutics Webinar: Invitation to Present 

Just to let you know, I've got a hard stop at 1 pm ET 


Sent from my iPhone 


On Apr 18, 2020, at 2:30 PM, Dr Mark McClellan, M.D. b6 wrote: 


Francis 
My thanks too —really appreciate your doing this 


From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Saturday, April 18, 2020 at 11:52 AM 
To: Mark McClellan b6 
Co: " b6 < b6 5 b6 
< b6 "Wood, Gretchen (NIH/OD) [E]" < b6 
"McManus, Ayanna (NIH/OD) [E]" < b6 "Myles, Renate (NIH/OD) [E]" 
< b6 "Marianne Hamilton Lopez, Ph.D." 

b6 , Patricia Green < b6 Elizabeth 
Murphy 6 Karley Whelan < b6 "Freire, 
Maria (FNIH) [T]"" < b6 


Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Hi Mark, 


\'m glad to do this, and appreciate your identifying a slot that can work with my ridiculous 
schedule. 


Best, Francis 


From: Dr Mark McClellan, M.D. b6 
Sent: Saturday, April 18, 2020 10:21 AM 
To: Collins, Francis (NIH/OD) [E] b6 
Cc: b6 ; Wood, Gretchen (NIH/OD) [E] 
b6 >; McManus, Ayanna (NIH/OD) [E] b6 ; Myles, Renate 
(NIH/OD) [E}b Marianne Hamilton Lopez, Ph.D. 
b6 ; Patricia Green b6 Elizabeth Murphy 
b6 Karley Whelan b6 


Subject: FW: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Importance: High 


Dear Francis, 
| hope you are doing well in these extraordinary times. | really appreciate your leadership, along with 
NIH and all your collaborators, on accelerating the therapeutics that will get us out of the epidemic, 


including the steps reflected in your announcement yesterday. On behalf of the Duke-Margolis Center 
for Health Policy, | am writing to invite you to speak during an upcoming webinar on Monday April 20" 
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from 12:30 pm — 2:30 pm ET . Over the course of the webinar, we will focus on the issues, strategies, 
and policies for accelerating the availability and impact of effective COVID-19 therapies. 


| specifically hope that you'll join me for a “fireside chat” from 12:45 pm — 1:00 pm ET to discuss the 
Accelerating COVID-19 Therapeutic Interventions and Vaccines partnership. We know such a 
discussion will be of great interest to our audience. 


The webinar, presented jointly by Duke-Margolis and the Alexandria Summit, will leverage 
multidisciplinary expertise and cross-sector experiences. I've attached a working agenda for your 
consideration, We will make it as easy as possible for you to participate remotely. Please do not hesitate 
to contact me or my colleague Marianne Hamilton Lopez b6 with any 
questions. 


| hope you can join us. 


-Mark 
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From: Tabak, Lawrence (NIH/OD) (E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 5/15/2020 9:38:16 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce: Myles, Renate (NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO08be856acb5b964ca-burklowj]; Wolinetz, Carrie (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next week - CNNPolitics 


Flag: Follow up 


I spoke to Brian Stimson and Catherine Byrd late last night and was unambiguous about his role. 
Larry 


Sent from my iPhone 
> On May 15, 2020, at 5:02 AM, Collins, Francis (NIH/OD) [E] < b6 wrote: 


> 
> Can we find out who at HHS is so completely confused about what Rick Bright's job is at NIH? Second in 
command at ACTIV???? 


> FC 

> 

> -----Original Message----- 

> From: Freire, Maria (FNIH) [T] < b6 

> Sent: Thursday, May 14, 2020 11:44 PM 

> To: Collins, Francis (NIH/oD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 
b6 ; Wholley, David (FNIH) LT] < b6 


> Subject: Fwd: Rick Bright plans to start his new job working on coronavirus treatments and vaccines 
Heke week - CNNPolitics 


> Very confused. Mw. 


> 


> https: //ww. cnn. com/2020/05/14/politics/richard-bright-new-job-hhs/index. htm] 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 5/15/2020 9:43:14 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2eS7f267323b43c08be856acb5b964ca-burklowj]; Wolinetz, Carrie (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next week - CNNPolitics 


Flag: Follow up 


I will reach out to them and Danielle (who is now returned) to try and get this resolved. John, if you 
or Renate could please check via the communication chain to learn if that is the source of confusion. 
Larry 

On 5/15/20, 5:38 AM, "Tabak, Lawrence (NIH/OD) [€]" < b6 wrote: 


I spoke to Brian Stimson and Catherine Byrd late last night and was unambiguous about his role. 
Larry 


Sent from my iPhone 
> On May 15, 2020, at 5:02 AM, Collins, Francis (NIH/OD) [E] < b6 wrote: 


> 
> Can we find out who at HHS is so completely confused about what Rick Bright's job is at NIH? 
Second in command at ACTIV???? 


> FC 

> 

> weeeel Original Message----- 

> From: Freire, Maria (FNIH) [T] b6 

> Sent: Thursday, May 14, 2020 11:44 PM 

> To: Collins. Francis (NIH/oD) [E] < b6 Tabak. Lawrence (NIH/OD) [E] 
b6 Wholley, David (FNIH) LTJ < b6 


v 


Subject: Fwd: Rick Bright plans to start his new job working on coronavirus treatments and vaccines 
next week - CNNPolitics 


> 
> Very confused. M. 

> 

> https://www. cnn.com/2020/05/14/politics/richard-bright-new-job-hhs/index.htm] 
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From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE856ACBSB964CA-BURKLOWJ] 


Sent: 5/15/2020 11:17:41 AM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

ce: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Myles, Renate (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wolinetz, Carrie (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next week - CNNPolitics 


Flag: Follow up 


OK, will do, Larry. 

John 

Sent from my iPhone 

> On May 15, 2020, at 5:43 AM, Tabak, Lawrence (NIH/OD) [E] < b6 wrote: 

d I will reach out to them and Danielle (who is now returned) to try and get this resolved. John, if you 


or Renate could please check via the communication chain to learn if that is the source of confusion. 
> Larry 


On 5/15/20, 5:38 AM, "Tabak, Lawrence (NIH/oD) [E]" < b6 wrote: 


> 
> 
> 
> I spoke to Brian Stimson and Catherine Byrd late last night and was unambiguous about his role. 
> Larry 

> 

> Sent from my iPhone 

>> On May 15, 2020, at 5:02 AM, Collins, Francis (NIH/OD) [E] < b6 wrote: 


>> Can we find out who at HHS is so completely confused about what Rick Bright's job is at NIH? Second 
in command at ACTIV???? 


>> FC 


Original Message- 


>> From: Freire, Maria (FNIH) [T] < b6 

>> Sent: Thursday, May 14, 2020 11:44 PM 

>> To: Collins, Francis (NIH/oD) [e] b6 + Lawrence (NIH/oD) [E] 
b6 Wholley, David (FNIH) LTJ < bo 


>> Subject: Fwd: Rick Bright plans to start his new job working on coronavirus treatments and vaccines 
next week - CNNPolitics 

> 

>> Very confused. M. 

>> 

>> https: //www. cnn. com/2020/05/14/politics/richard-bright-new-job-hhs/index. htm] 

> 


> 
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From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE856ACBSB964CA-BURKLOWJ] 


Sent: 5/15/2020 11:47:34 AM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

ce: Myles, Renate (NIH/OD) {E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d3175626934585b3692a1823c1b522-mylesr]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 


Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next week - CNNPolitics 
Flag: Follow up 
OK! 


Sent from my iPhone 


> On May 15, 2020, at 7:45 AM, Tabak, Lawrence (NIH/OD) [E] < b6 wrote: 
> 

> Could we wait until the call ends please and then touch base. 

> 

> On 5/15/20, 7:45 AM, "Myles, Renate (NIH/OD) [E]" <i b6 -gov> wrote: 

> 


v 


Yes, we can reach out to CNN and ask them to correct it. Does Bright have a formal title now? We had 
been saying he was coming to NIH as a senior advisor with a role yet to be determined with NIH's 
diagnostic efforts. 


seco Original Message----~ 


From: Collins, Francis (NIH/oD) [E] < b6 

Sent: Friday, May 15, 2020 7:29 AM 

To: Burklow. John (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 

Cc: Mvles, Renate (NIH/OD) [E] < b6 .gov>; Wolinetz, Carrie (NIH/OD) [E] 
carrie. b6 

Subject: RE: Rick Bright plans to start his new job working on coronavirus treatments and vaccines 
ext week - CNNPolitics 


Can we get CNN to correct this? 


Original Message- 
Burklow, John (NIH/OD) [E] < b6 

Sent: Friday, May 15, 2020 7:18 AM 

To: Tabak, Lawrence (NIH/0D) [E] 

Cc: Collins. Francis (NTH/OD) [E] b6 : Mvles. Renate (NIH/oD) [E] 

b6 Wolinetz, Carrie (NIH/OD) LEJ < b6 

Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines 

ext week - CNNPolitics 


OK, will do, Larry. 


John 


VVVVVVSVAVVVVVVYVV¥SVYAVAVVVVY 


Sent from my iPhone 

>> = 0 May 15, 2020, at 5:43 AM, Tabak, Lawrence (NIH/OD) [E] < b6 wrote: 

>> ie will reach out to them and Danielle (who is now returned) to try and get this resolved. John, if 
you or Renate could please check via the communication chain to learn if that is the source of 
confusion. 

>> Larry 

>> On 5/15/20, 5:38 AM, "Tabak, Lawrence (NIH/oD) [E]" < v6 wrote: 


>> I spoke to Brian Stimson and Catherine Byrd late last night and was unambiguous about his role. 
>> Larry 


>> Sent from my iPhone 
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>> 
>>>> On May 15, 2020, at 5:02 AM, Collins, Francis (NIH/oD) [E] < b6 wrote: 

>>> 

>>> Can we find out who at HHS is so completely confused about what Rick Bright's job is at NIH? Second 
in command at ACTIV???? 

poe 


>>> FC 

>>> 

D>> om neol Original Message----- 

>>> From: Freire, Maria (FNIH) [T] b6 

>>> Sent: Thursday, May 14, 2020 11:44 PM 

>>> To: Collins. Francis (NIH/oD) [E] < b6 Tabak. Lawrence (NIH/OD) [E] 
< b6 Wholley, David (FNIH) LT] < b6 


>>> Subject: Fwd: Rick Bright plans to start his new job working on coronavirus treatments and vaccines 
next week - CNNPolitics 

>>> 

>>> Very confused. M. 


>>> https ://www.cnn.com/2020/05/14/politics/richard-bright-new-job-hhs/index. htm] 


COLL0000021799 


From: Tabak, Lawrence (NIH/OD) (E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 5/15/2020 11:45:54 AM 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj) 


ce: Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next week - CNNPolitics 

Flag: Follow up 


Could we wait until the call ends please and then touch base. 
On 5/15/20, 7:45 AM, “Myles, Renate (NIH/OD) [E]" < b6 wrote: 

Yes, we can reach out to CNN and ask them to correct it. Does Bright have a formal title now? we had 
been saying he was coming to NIH as a senior advisor with a role yet to be determined with NIH's 
diagnostic efforts. 


eoeen Original Message----- 


From: Collins, Francis (NIH/oD) [E] < b6 

Sent: Friday, May 15, 2020 7:29 AM 

To: burn, John (NIH/oD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 

(a Buse. Renate (NIH/oD) [E] b6 Wolinetz, Carrie (NIH/oD) [E] 
< 


Subject: RE: Rick Bright plans to start his new job working on coronavirus treatments and vaccines 
next week - CNNPolitics 


Can we get CNN to correct this? 


sae] Original Message----- 


From: Burklow, John (NIH/OD) [E] < b6 

Sent: Friday, May 15, 2020 7:18 AM 

To; Tabak, Lawrence (NIH/OD) [E] b6 

Cc: Collins. Francis (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] 
< b6 Wolinetz, Carrie (NIH/OD) LEj < b6 


Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines 
next week ~ CNNPolitics 


OK, will do, Larry. 

John 

Sent from my iPhone 

> On May 15, 2020, at 5:43 AM, Tabak, Lawrence (NIH/OD) [E] b6 wrote: 

= I will reach out to them and Danielle (who is now returned) to try and get this resolved. John, if 


you or Renate could please check via the communication chain to learn if that is the source of 
confusion. 


> Larry 

> 

> 

> On 5/15/20, 5:38 AM, “Tabak, Lawrence (NIH/oD) [E]” b6 wrote: 

> 

> I spoke to Brian Stimson and Catherine Byrd late last night and was unambiguous about his role. 
> larry 

> 

> sent from my iPhone 

> 

>> On May 15, 2020, at 5:02 AM, Collins, Francis (NIH/oD) [E] b6 wrote: 
> 


>> Can we find out who at HHS is so completely confused about what Rick Bright's job is at NIH? 
Second in command at ACTIV???? 
> 


COLL0000021800 


>> FC 
> 
> 


>> From: Freire, Maria (FNIH) [T] < b6 

>> Sent: Thursday, May 14, 2020 11:44 PM 

>> To: Collins. Francis (NIH/oD) [E] b6 Tabak, Lawrence (NIH/oD) [E] 
b6 Wholley, David (FNIH) LT] < b6 


>> Subject: Fwd: Rick Bright plans to start his new job working on coronavirus treatments and 
vaccines next week - CNNPolitics 

> 

>> Very confused. M. 

> 

>> https: //ww.cnn.com/2020/05/14/politics/richard-bright-new-job-hhs/index.htm] 

> 

> 


COLL0000021800 


From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B369 2A 1823C18522-MYLESR] 

Sent: 5/14/2020 2:55:49 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Wholley, David (FNIH) 
{T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


ced Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj] 

Subject: RE: Human Challenge Trials 

Hi Francis: 


Based on our discussion about HCTs, | went back and looked at the Science article and it does not clearly state that 
ACTIV will not pursue HCTs for COVID-19. Here is what it states: 


The possibility of performing controlled human challenge trials, in which a small number of volunteers are vaccinated and 
subsequently challenged with SARS-CoV-2, has been suggested. Such experiments, if designed to define potential 
immune correlates or winnow out less effective vaccine approaches, may have utility. However, this approach has 
shortcomings with respect to pathophysiology and safety (12). Although the risk of severe disease or death in young 
healthy individuals from COVID-19 is quite low, it is not zero, and we do not yet have proven effective therapies for 
COVID-19 to rescue volunteers with complications from such a challenge. It is likely that a SARS-CoV-2 challenge strain 
will, by design, cause mild illness in most volunteers and thus may not recapitulate the pulmonary pathophysiology seen 
in some patients, Moreover, partial efficacy in young healthy adults does not predict similar effectiveness among older 
adults with major cofactors associated with COVID-19 disease, nor would it prove reduction of transmissibility to major 
susceptibility groups. Whether such experiments may be worthy of pursuit or would have a beneficial impact on timelines 
for vaccine development needs careful evaluation by an independent panel of ethicists, clinical trialists, and experts on 
vaccine development. 


We're continuing to get media inquiries about this, so | think we would need a definitive statement. 


Here's what Jon Cohen says: If we do run a clarification, | will need to spell out that a decision was made prior to the May 
15 date here and who made it and why. 


Thanks, 
Renate 


From: Myles, Renate (NIH/OD) [E] 
Sent: Wednesday, May 13, 2020 11:19 AM 


To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Wolinetz, Carrie (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 

Ce: Burklow, John (NIH/OD) [E] ( b6 < b6 

Subject: FW: Human Challenge Trials 

See below. 6) 

From: Jon Cohen < b6 

Sent: Wednesday, May 13, 2020 11:17 AM 

To: Myles, Renate (NIH/OD) [E] < b6 


COLL0000021803 


Cc: Fine, Amanda (NIH/OD) [E] < b6 Wojtowicz, Emma (NIH/OD) [E] < b6 
Subject: Re: Human Challenge Trials 


Hi Renate, 


0) 6) 


High-Level Meeting Summary 
(b) ) 


New Mandates for the Vaccines WG 
(b) (5) 


(b) (S) 
If we do run a clarification, | will need to spell out that a decision was made prior to the May 15 date here and who 
made it and why. 
Many thanks, 


Jon 


On May 13, 2020, at 7:27 AM, Myles, Renate (NIH/OD) [E] b6 wrote: 


oot 
EXTERNAL EMAIL] 


Hi Jon: 


We saw your story about Warp Speed yesterday. | wanted to let you know that ACTIV is not planning to 
support human challenge studies for COVID-19. There is an expectation of sufficient natural 
transmission for efficacy studies that could be launched as early as summer 2020. The development of a 
human challenge model would take longer than this timeline. Would you update your story to reflect 
this point? 


COLL0000021803 


Thanks much, 
Renate 


Renate Myles, MBA 

Deputy Director for Public Affairs 

of Communications and Public Liaison 
ional Institutes of Health 


b6 


COLLO0000021803 


From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE856ACBSB964CA-BURKLOWJ] 


Sent: 5/15/2020 11:29:50 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Myles, Renate (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wolinetz, Carrie (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next week - CNNPolitics 


Flag: Follow up 


We will reach out to them. 


Sent from my iPhone 


> On May 15, 2020, at 7:29 AM, Collins, Francis (NIH/OD) [E] < b6 wrote 
> 

> Can we get CNN to correct this? 

> 

> <e=a Original Message----- 

> From: Burklow, Sohn (NIH/oD) [E] b6 

> Sent: Friday, May 15, 2020 7:18 AM 

> To: Tabak, Lawrence (NIH/oD) [E] < b6 

> Cc: Collins. Francis (NIH/OD) [E] < b6 Mvles. Renate (NIH/OD) [E] 

< b6 Wolinetz, Carrie (NIH/OD) LEJ b6 

> Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next 
week ~ CNNPolitics 

> 

> OK, will do, Larry. 

> 

> John 

> 

> Sent from my iPhone 

> 

> 


> On May 15, 2020, at 5:43 AM, Tabak, Lawrence (NIH/OD) [E] b6 wrote: 
> 


> 
>> I will reach out to them and Danielle (who is now returned) to try and get this resolved. John, if 
you or Renate could please check via the communication chain to learn if that is the source of 
confusion. 

>> Larry 

>> 


>> On 5/15/20, 5:38 AM, "Tabak, Lawrence (NIH/OD) [€]" < b6 wrote: 


>> I spoke to Brian Stimson and Catherine Byrd late last might and was unambiguous about his role. 
>> Larry 


>> Sent from my iPhone 


>>>> On May 15, 2020, at 5:02 AM, Collins, Francis (NTH/oD) [E] < b6 wrote: 

>>> 

>>> Can we find out who at HHS is so completely confused about what Rick Bright's job is at NIH? Second 
in command at ACTIV???? 

>>> 


>>> FC 

>>> 

>>> -----Original Message----- 

>>> From: Freire, Maria CFNIH) [T] b6 

>>> Sent: Thursday, May 14, 2020 11:44 pM 

>>> To: Collins. Francis (NIH/OD) [E] < b6 Tabak. Lawrence (NIH/OD) [E] 
b6 Wholley, David (FNIH) LTj < b6 


>>> Subject: Fwd: Rick Bright plans to start his new job working on coronavirus treatments and vaccines 
next week - CNNPolitics 

>>> 

>>> Very confused. M. 

>>> 


COLL0000021806 


>>> https://iww.cnn.com/2020/05/14/politics/richard-bright-new-job-hhs/index. htm] 
>> 


>> 


COLL0000021806 


From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B369 2A 1823C18522-MYLESR] 

Sent: 5/15/2020 11:45:22 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 


cc: Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 
Subject: RE: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next week - CNNPolitics 
Flag: Follow up 


Yes, we can reach out to CNN and ask them to correct it. Does Bright have a formal title now? We had been 
saying he was coming to NIH as a senior advisor with a role yet to be determined with NIH's diagnostic 
efforts. 


nialaietes ‘Original Message----~ 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, May 15, 2020 7:29 AM 

To: Burk.ow.dehn (NIH/oD) [E] < v6 Tabak, Lawrence (NIH/OD) [E) 
< 

cc: Mvles. Repsts (NIH/0D) [Ee] < v6 Wolinetz, Carrie (NIH/oD) [£] 
< 


Subject: RE: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next 
week - CNNPolitics 


Can we get CNN to correct this? 


aoenn ‘Original Message----- 


From: Burklow, Sohn (NIH/OD) [E] < b6 

Sent: Friday, May 15, 2020 7:18 AM 

To: Tabak, Lawrence (NIH/oD) {el < b6 

Cc; Collins. Francis (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] 
< b6 Wolinetz, Carrie (NIH/OD) [EJ < b6 


Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next 
week - CNNPolitics 


oK, will do, Larry. 
John 

Sent from my iPhone 

> On May 15, 2020, at 5:43 AM, Tabak, Lawrence (NIH/0D) [€] < b6 wrote: 

S I will reach out to them and Danielle (who is now returned) to try and get this resolved. John, if you 


or Renate could please check via the communication chain to learn if that is the source of confusion. 
> Larry 
> 


> 
On 5/15/20, 5:38 AM, “Tabak, Lawrence (NIH/oD) [E]" < b6 wrote: 


> 
> 
> I spoke to Brian Stimson and Catherine Byrd late last night and was unambiguous about his role. 
> Larry 

> 

> Sent from my iPhone 

>> On May 15, 2020, at 5:02 AM, Collins, Francis (NIH/OD) [E] < b6 wrote: 


>> Can we find out who at HHS is so completely confused about what Rick Bright's job is at NIH? Second 
in command at ACTIV??7? 


>> FC 

>> 

Se nemo ‘Original Message----- 

>> From: Freire, Maria (FNIH) [T] < b6 


>> Sent: Thursday, May 14, 2020 11:44 PM 


COLL0000021810 


>> To: Collins, Francis (NIH/OD) [E] < b6 jh.aov>: Tabak. Lawrence (NIH/OD) [E] 
< b6 3 Wholley, David (FNIH) LT] < b6 


>> Subject: Fwd: Rick Bright plans to start his new job working on coronavirus treatments and vaccines 
next week - CNNPolitics 

> 

>> Very confused. M. 


> 
>> https: //www.cnn.com/2020/05/14/politics/richard-bri ght-new-job-hhs/index. htm] 
> 


> 


COLL0000021810 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/20/2020 8:18:08 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: International strategy 

Flag: Follow up 


P.S. Stephanie just told me that, predictably, this is coming up heavily in Karen’s WG looking at access to clinical trial 
sites in the Southern Hemisphere for testing this summer (when people assume incidence will decrease in the US and 
Europe). They are looking for networks that include sites in the South, including LMICs. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Monday, April 20, 2020 3:56 PM 

To: Freire, Maria (FNIH) [T] < b6 
Subject: RE: International strategy 


Very good question. We called ACTIV an “international” partnership, but only because EMA came to the first 
meeting and a bunch of the pharmas are international. LMICs are a deep personal concern. This deserves at 
least a brief discussion at one of our 8:30 am meetings, if we are lucky enough to have one of those that is not 
overtaken by urgencies. Then we need to figure out how to layer the global health issues onto the working 
groups. 


FC 


From: Freire, Maria (FNIH) [T] b6 
Sent: Monday, April 20, 2020 3:51 PM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: International strategy 


Francis, the issue of how ACTIV fits internationally, especially access for LMICs, has come up more than once. Seth 


Berkley has already reached out to me, for example. It would be good to discuss when you come up for air. Let me 
know if you want me to reach out to NIAID and FIC first. Otherwise | will wait for your lead. M. 


COLLO0000021811 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 5/15/2020 12:35:43 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410¢1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Meeting with Moncef 

Flag: Follow up 


Absolutely we can share. Let me check to make sure we have the best and latest. OK if | send to you, Janet, and Peter 
simultaneously or do you want to be the bearer? 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, May 14, 2020 5:39 PM 

To: Wholley, David (FNIH) [T] < b6 
Subject: FW: Meeting with Moncef 


See Janet’s question. | can send the slides that show the steps, what the criteria were, and what the results 
were (confidential of course) — but is there anything more granular that can be shared? 


FC 

From: Woodcock, Janet bé > 

Sent: Thursday, May 14, 2020 5:09 PM 

To: Collins, Francis (NIH/OD) [E] b6 ; Marks, Peter (FDA/CBER) < b6 hs.gov> 


Subject: RE: Meeting with Moncef 


I've put a hold on my calendar. Also Moncef asked if he could see the proceeds or deliberations about ranking the 
therapeutics. Is there a document someone can forward them about how they came up with their lead repurposed 
candidates? jw 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, May 14, 2020 4:57 PM 
To: Marks, Peter b6 Woodcock, Janet < b6 


Subject: Meeting with Moncef 

Hi Peter and Janet, 

| understand you are meeting with Moncef tonight to begin the process of getting him up to speed on the wide array of 
COVID-19 activities. He’s also accepted an invitation to meet virtually with the ACTIV “War Room” folks (including Larry 
Tabak, David Wholley, Cliff Lane, Chris Austin, Jim Anderson, Maria Freire, Ashley Parker, and me), Tony Fauci, and John 
Mascola on Monday from 8:30 —9:30 am. If there is any way that you could join that WebEx meeting, at least for part of 
the time, that would be terrific. 


Just let me know if that might work for you. 


Best, Francis 


COLL0000021814 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/15/2020 12:31:24 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Neutralizing abs 


We ran out of time on today’s call before | could give you and the war room group my upload of my call with Janet, 
which took place just before (and slightly overlapped the BARDA call last evening). We can speak on the war room 
tomorrow or happy to chat before then if you need to. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, May 14, 2020 8:22 PM 

To: Wholley, David (FNIH) [T] < b6 
Subject: FW: Neutralizing abs 


Hi David, 


See note below from Janet. | hadn’t realized that there were two summits involved —a manufacturing summit 
(which Janet seems to have already organized?) and a clinical summit (which is supposed to be convened by 
ACTIV). Can you explain the respective goals of each? How can | help with the organization of the clinical 
summit? | see this as a very high priority. Next to vaccines, | think the mAb trials may be the most significant 
advance for the next six months. 


RC 


From: Woodcock, Janet b 

Sent: Thursday, May 14, 2020 6:03 PM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: Neutralizing abs 


(b) G) 


| will be there tomorrow, despite my staunch resistance, so maybe I’ll see you at the announcement. jw 


COLL0000021818 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/15/2020 1:24:59 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Meeting with Moncef 

Sure 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, May 14, 2020 8:41 PM 

To; Wholley, David (FNIH) [T] < b6 


Subject: RE: Meeting with Moncef 


I'd like to be the bearer of this one. 


From: Wholley, David (FNIH) [T] b6 
Sent: Thursday, May 14, 2020 8:36 PM 
To: Collins, Francis (NIH/OD) [E] b6 


Subject: RE: Meeting with Moncef 


Absolutely we can share. Let me check to make sure we have the best and latest. OK if | send to you, Janet, and Peter 
simultaneously or do you want to be the bearer? 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, May 14, 20205:39 PM 

To: Wholley, David (FNIH) [T] b6 
Subject: FW: Meeting with Moncef 


See Janet’s question. | can send the slides that show the steps, what the criteria were, and what the results 
were (confidential of course) — but is there anything more granular that can be shared? 


FC 

From: Woodcock, Janet < b6 

Sent: Thursday, May 14, 2020 5:09 PM 

To: Collins, Francis (NIH/OD) [E] b6 >; Marks, Peter (FDA/CBER) b6 


Subject: RE: Meeting with Moncef 


I’ve put a hold on my calendar. Also Moncef asked if he could see the proceeds or deliberations about ranking the 
therapeutics. Is there a document someone can forward them about how they came up with their lead repurposed 
candidates? jw 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, May 14, 2020 4:57 PM 
To: Marks, Peter b6 >; Woodcock, Janet b6 


Subject: Meeting with Moncef 


Hi Peter and Janet, 


COLL0000021824 


| understand you are meeting with Moncef tonight to begin the process of getting him up to speed on the wide array of 
COVID-19 activities. He’s also accepted an invitation to meet virtually with the ACTIV “War Room” folks (including Larry 
Tabak, David Wholley, Cliff Lane, Chris Austin, Jim Anderson, Maria Freire, Ashley Parker, and me), Tony Fauci, and John 
Mascola on Monday from 8:30 — 9:30 am. If there is any way that you could join that WebEx meeting, at least for part of 
the time, that would be terrific. 


Just let me know if that might work for you. 


Best, Francis 


COLL0000021824 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 


Sent: 4/20/2020 8:00:47 PM. 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
Subject: RE: International strategy 
Right. Unlike some other worksteams, this one | am really good at. (b) (5) 
. M. 
From: Collins, Francis (NIH/OD) [E] < be 
Sent: Monday, April 20, 2020 3:56 PM 
To: Freire, Maria (FNIH) [T] < b6 


Subject: RE: International strategy 


Very good question. We called ACTIV an “international” partnership, but only because EMA came to the first 
meeting and a bunch of the pharmas are international. LMICs are a deep personal concern. This deserves at 
least a brief discussion at one of our 8:30 am meetings, if we are lucky enough to have one of those that is not 
overtaken by urgencies. Then we need to figure out how to layer the global health issues onto the working 
groups. 


FC 


From: Freire, Maria (FNIH) [T] < b6 
Sent: Monday, April 20, 2020 3:51 PM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: International strategy 


Francis, the issue of how ACTIV fits internationally, especially access for LMICs, has come up more than once. Seth 


Berkley has already reached out to me, for example. It would be good to discuss when you come up for air. Let me 
know if you want me to reach out to NIAID and FIC first. Otherwise | will wait for your lead. M. 


COLL0000021826 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/20/2020 7:51:16 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: International strategy 

Flag: Follow up 


Francis, the issue of how ACTIV fits internationally, especially access for LMICs, has come up more than once. Seth 
Berkley has already reached out to me, for example. It would be good to discuss when you come up for air. Let me 
know if you want me to reach out to NIAID and FIC first. Otherwise | will wait for your lead. M. 


COLL0000021848 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E 22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 5/5/2020 1:36:36 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: Communications 


Do we need to get them some help from other ICs? NCI has a very large communication shop for example. 


From: Francis Collins < b6 

Date: Monday, May 4, 2020 at 9:33 PM 

To: "Freire, Maria (FNIH) [T]" < b6 

Ce: "Tabak, Lawrence (NIH/OD) [E]" < b6 "Wholley, David (FNIH) [T]" 
< b6 

Subject: RE: Communications 


Your plan sounds fine to me. | spoke with Renate and John this morning — and | hope that got the 
conversation started. They are pretty slammed with everything COVID. 


EC. 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Monday, May 4, 2020 5:23 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 
Subject: Communications 

Francis, 


As we agreed, | had a call with the NIH and the FNIH communications folks. It became clear that (b) (5) 
(b) (5) 


to join the conversation. They are always a great resource for everyone and we would benefit from their help. 


Therefore, unless there is a concern, | will organize a briefing with David’s team and me so we can bring everyone up to 
speed on what the FNIH has been doing — after Wednesday! 


Best, M. 


P.S. We all agreed, by the way, that we needed a webpage, which means materials to include in it. 


COLL0000021856 


From: Woodcock, Janet [ b6 


Sent: 5/5/2020 1:20:28 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: ACTIV leadership 

Flag: Follow up 

Certainly. Jw 

From: Collins, Francis (NIH/OD) [E] < b6 

Date: May 4, 2020 at 9:13:38 PM EDT 

To: Woodcock, Janet b6 

Ce: Wholley, David N (NIH) < b6 


Subject: RE: ACTIV leadership 


Understood — but can you nominate someone from FDA to take your spot in the Clinical Trials Working 
Group? We need continuity there! 


Best, Francis 


From: Woodcock, Janet < b6 
Sent: Monday, May 4, 2020 3:23 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Wholley, David (FNIH) [T] < b6 


Subject: RE: ACTIV leadership 
Ok. Iwill have to drop off the working groups then. Jw 


From: Collins, Francis (NIH/OD) [E] b6 

Date: May 4, 2020 at 2:23:47 PM EDT 

To: Marks, Peter b6 Woodcock, Janet b6 
Cc: Wholley, David N (NIH) b6 


Subject: RE: ACTIV leadership 
Thanks to you both — Janet, you're it!! 


Francis 


From: Marks, Peter b6 

Sent: Monday, May 4, 2020 12:51 PM 

To: Woodcock, Janet (FDA/CDER) < b6 Collins, Francis (NIH/OD) [E] b6 
Cc: Wholley, David (FNIH) [T] b6 

Subject: RE: ACTIV Jeadership 


Dear Francis and Janet, 


COLL0000021858 


lam absolutely fine with having Janet take this on. No hurt feelings whatsoever! 
Thank you Janet. 


Best Regards, 


Peter 

From: Woodcock, Janet < b6 

Sent: Monday, May 4, 2020 12:43 PM 

To: Collins, Francis S (NIH) b6 Marks, Peter b6 
Cc: Wholley, David N (NIH) b6 


Subject: RE: ACTIV leadership 


| don’t think that would work. I’m happy to have Peter do it, | am going to be very busy in my new role. Maybe you can 
invite me in my new role?? jw 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, May 4, 2020 12:34 PM 

To: Woodcock, Janet b >; Marks, Peter b6 
Cc: Wholley, David N (NIH) b6 

Subject: ACTIV leadership 


Hi Janet and Peter, 

We need to form an Executive Committee of the ACTIV partnership, to drive the agenda forward. Following the example 
of AMP, co-chairs from industry and government seem like a good idea — and so | have asked Paul Stoffels to serve as co- 
chair with me. He has agreed. 

But for other members of the Ex Comm, | would like to have FDA represented. | doubt that Steve Hahn has time for this, 
and | can’t very well ask one of you without asking the other — but how about | ask Amy Abernethy? Would that make 


sense from your perspective? 


Thanks, Francis 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 5/4/2020 9:22:37 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Subject: Communications 

Flag: Follow up 

Francis, 

As we agreed, | had a call with the NIH and the FNIH communications folks. It became clear that (b) (5) 


) (5) 


to join the conversation. They are always a great resource for everyone and we would benefit from their help. 


Therefore, unless there is a concern, | will organize a briefing with David’s team and me so we can bring everyone up to 
speed on what the FNIH has been doing — after Wednesday! 


Best, M. 


P.S. We all agreed, by the way, that we needed a webpage, which means materials to include in it. 


COLL0000021861 


From: Pao, William [ b6 


Sent: 5/4/2020 9:35:32 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: ACTIV Executive Committee 


Dear Francis, 

Thanks for reaching out. 

V'd be happy to serve as a member of the Executive Committee, and thank you for the opportunity. 
Best, 

William 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Monday, May 4, 2020 6:24 PM 

Tob L 

Cc: Wholley, David (FNIH) [T] b6 
Subject: ACTIV Executive Committee 


Hi William, 


Many thanks for all of your thoughtful input to ACTIV as we move this partnership forward at record speed. | am looking 
forward to hearing the working group reports on Wednesday. 


A task that we haven't addressed yet is to make the Leadership Group a bit more organized. For the Accelerating 
Medicines Partnership (AMP) projects we have benefited from an Executive Committee, co-chaired by NIH and industry 
leaders, and populated with a few other senior members from both sectors. Paul Stoffels has agreed to serve as co- 
chair with me for ACTIV, and | am hoping you might be willing to serve as an Executive Committee member. The duties 
will not be onerous -- FNIH staff will take care of all the logistics and planning, the main responsibility would be to look 
over draft agendas and help lead the Leadership Group discussions. 


Let me know if you would be wiling to do this — it would be great to have your expertise. 


Best, Francis 


COLL0000021864 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/4/2020 11:26:59 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

Subject: FW: NIH Question re: California 


Hi Francis, before we make this connection, all ok to do so? 


From: Adam, Stacey (FNIH) [T] < b6 
Sent: Monday, May 4, 2020 3:49 PM 
To: Wholley, David (FNIH) [T] < b6 


Subject: FW: NIH Question re: California 
Hi David, 
Am | okay to respond to this and loop you and others in for a call? 


Thanks, 
Stacey 


Research Partnerships 


Direct: b6 Mobile: b6 
From: Chen, Alice (CHHS) < b6 
Sent: Monday, May 4, 2020 3:12 PM 
To: Adam, Stacey (FNIH) [T] < v6 
Cc: Duong, Tran (CHHS) < b6 
Subject: FW: NIH Question re: California 
Dear Stacey, 
b6 forwarded me your name as someone who would be a good contact for the work I’m leading for the state of 


California. 


I'd love to find a time to connect by phone to learn more both about ACTIV and what role California could play in partnering and 
elevating NIH’s initiative, 


Best 
Alice 


Alice Hm Chen, MD, MPH 
De 
California Health and Human Services Agency 


ical Affairs 


y Secretary for Policy and Strategic Pla 


ning and Directo’ 


From: b6 b6 
Sent: Friday, May 1, 2020 5:15 PM 
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To: Chen, Alice (CHHS) < b6 
Subject: Re: NIH Question re: California 


lam not concerned about sharing the slides. And here is contact info for the clinical trials efforts at NIH: 


The person to contact about clinical trials (including adaptive designs) for COVID-19 therapeutics is Stacey Adam of 


FNIH. She’s at b6 
Sent from my iPad 
On May 1, 2020, at 5:02 PM, Chen, Alice (CHHS) < b6 wrote: 
Hi b6 just wanted to check to see whether it’s Ok to share the slides — am assuming so but wanted to 
check. Thanks 
Alice Hm Chen, MD, MPH 


Deputy Secretary for Policy and Strategic Planning and Director of Clinical Affairs 
California Heaith and Human Services Agency 


From: Chen, Alice (CHHS) 

Sent: Friday, May 1, 2020 10:19 AM 

To: Sue Desmond-Hellmann < b6 
Subject: RE: NIH Question re: California 


Thanks so much Sue. 


A couple questions: 
- Cant forward this slide set? 
- When you get Stacy Adam’s contact information can you connect us? 
- What were his thoughts about what role California could play in this? 
= Will there be a specific focus on outpatient therapies (can’t imagine there won't be)? 


For the recommendations on experts on diagnostics, here are two people from our state task force who come 


highly recommended are: 
= Christina Kong, MD who is medical director of pathology end clinical labs at Stanford: 
https://profiles.stanford.edu/christina-kong 


- Carl Hanson, PhD who is the VDRL CLIA Laboratory Director at CDPH ~ he is really thoughtful but want to 


flag that he is part of group Cerus formed to research CPP: 
https://www.businesswire.com/news/home/20200326005211/en/Cerus-Forms-Group-Research- 


Optimal-Production-COVID-19 
- Jeff Shapiro at Kaiser who 


Also if you're looking for someone with a more pragmatic, implementation jens, Jeff Schapiro, MD who is the 


medical director of the Kaiser Northern California taboratory comes highly recommended. 
Any chance we can touch base later this afternoon or over weekend? 


Best 
Alice 


Alice Hm Chen, MD, MPH 


Deputy Secretary for Policy and Strategic Planning and Director of Clinica! Affairs 


COLLO0000021867 


California Heaith and Human Services Agency 


From: b6 b6 
Sent: Thursday, April 30, 2020 9:38 AM 
To: Chen, Alice (CHHS) < b6 


Subject: Fwd: NIH Question re: California 


Hi Alice, Francis was very positive about California contributing to the COVID product development 
efforts. He sent the attached slides, and said that Stacy Adam was the best contact (he is supposed to 
send me her contact info). 
One specific topic he raised was R&D on diagnostics as NIH received 1.5B dollars for this effort- rapid 
scale up for point of care diagnostics. So a major effort on that front would be important. And, he is 
seeking names of folks with excellence in diagnostics who are not conflicted to help him with decision 
making. 

b6 


Sent from my iPad 


Begin forwarded message: 


From: "Collins, Francis (NIH/OD) [E]" < b6 
Date: April 30, 2020 at 5:48:01 AM PDT 

To: Sue Desmond-Hellmann < b6 

Ce: "Wood, Gretchen (NIH/OD) [E]" < b6 


Subject: RE: NIH Question re: California 


See three slides that might be helpful for our conversation. Looking forward to 
it. 


Francis 


COLL0000021867 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/20/2020 6:25:32 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 

Flag: Follow up 


Thank you! By the way, you had an audience of 900 and having Scot supportive was terrific. Also, Josie Briggs just 
reached out to me to see what PCORI can do. | am setting up a conversation with our folks, possibly tomorrow 
morning. M. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, April 20, 2020 2:18 PM 

To: Freire, Maria (FNIH) [T] < b6 

Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 


Sorry, | didn’t appreciate the nuances, Glad to change terminology to your preferred version. 
FC 


From: Freire, Maria (FNIH) [T] b6 
Sent: Monday, April 20, 2020 1:05 PM 
To: Collins, Francis (NIH/OD) [E] b6 
to Present 


Great job, Francis — thank you! Just one thing, you keep saying David and the FNIH are doing project management of 
ACTIV. The project manager role is like saying we are the lab technicians. Maybe just say we are managing the 
partnership? 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Monday, April 20, 2020 12:28 PM 

To; Dr Mark McClellan, M. b6 

ce b6 Wood, Gretchen (NIH/OD) [E] <\ b6 

McManus, Ayanna (NIH/OD) [E] b6 >; Myles, Renate (NIH/OD) [E] < b6 

Marianne Hamilton Lopez, Ph.D. b6 Patricia Green < b6 

Elizabeth Murphy b6 Karley Whelan b6 Freire, Maria (FNIH) [T] 
< b6 


Subject: Re: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Just to let you know, I've got a hard stop at 1 pm ET 


Sent from my iPhone 


On Apr 18, 2020, at 2:30 PM, Dr Mark McClellan, M.D. b6 wrote: 


Francis 
My thanks too —really appreciate your doing this 


COLL0000021868 


From: "Collins, Francis (NIH/OD) [E]" < b6 
Date: Saturday, April 18, 2020 at 11:52 AM 


To: Mark McClellan b6 

Ce: " b6 b6 b6 

< b6 “Wood, Gretchen (NIH/OD) [E]" < b6 
"McManus, Ayanna (NIH/OD) [E]" < 6 "Myles, Renate (NIH/OD) [E]" 
< b6 "Marianne Hamilton Lopez, Ph.D." 

< b6 Patricia Green < b6 Elizabeth 
Murphy < b6 Karley Whelan b6 “Freire, 
Maria (FNIH) [T]" < b6 


Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Hi Mark, 


\'m glad to do this, and appreciate your identifying a slot that can work with my ridiculous 
schedule. 


Best, Francis 


From: Dr Mark McClellan, M.D. b6 
Sent: Saturday, April 18, 2020 10:21 AM 
To: Collins, Francis (NIH/OD) [E] b6 
Ce: b6 v6 Wood, Gretchen (NIH/OD) [E] 

b6 >; McManus, Ayanna (NIH/OD) [E] b6 ; Myles, Renate 
(NIH/OD) [E] < b6 Marianne Hamilton Lopez, Ph.D. 

b6 >; Patricia Green < b6 ; Elizabeth Murphy 

< b6 >; Karley Whelan b6 


Subject: FW: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Importance: High 


Dear Francis, 


| hope you are doing well in these extraordinary times. | really appreciate your leadership, along with 
NIH and all your collaborators, on accelerating the therapeutics that will get us out of the epidemic, 
including the steps reflected in your announcement yesterday. On behalf of the Duke-Margolis Center 
for Health Policy, | am writing to invite you to speak during an upcoming webinar on Monday April 20” 
from 12:30 pm — 2:30 pm ET . Over the course of the webinar, we will focus on the issues, strategies, 
and policies for accelerating the availability and impact of effective COVID-19 therapies. 


| specifically hope that you'll join me for a “fireside chat” from 12:45 pm — 1:00 pm ET to discuss the 
Accelerating COVID-19 Therapeutic Interventions and Vaccines partnership. We know such a 
discussion will be of great interest to our audience. 


The webinar, presented jointly by Duke-Margolis and the Alexandria Summit, will leverage 
multidisciplinary expertise and cross-sector experiences. I've attached a working agenda for your 
consideration, We will make it as easy as possible for you to participate remotely. Please do not hesitate 
to contact me or my colleague Marianne Hamilton Lopez (maria: 
questions. 


| hope you can join us. 


COLL0000021868 


-Mark 


COLL0000021868 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 


Sent: 5/5/2020 2:30:06 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: Communications 

Flag: Follow up 


Thanks Francis - we'll proceed. Yes, everyone is slammed. M. 


On May 4, 2020, at 8:33 PM, Collins, Francis (NIH/OD) [E] < b6 wrote: 
Your plan sounds fine to me. | spoke with Renate and John this morning — and | hope that got the 
conversation started. They are pretty slammed with everything COVID. 


FC 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Monday, May 4, 2020 5:23 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 
Subject: Communications 

Francis, 


As we agreed, | had a call with the NIH and the FNIH communications folks. It became clear that (b) (5) 
(b) (5) 


to join the conversation. They are always a great resource for everyone and we would benefit from their help. 


Therefore, unless there is a concern, | will organize a briefing with David’s team and me so we can bring everyone up to 
speed on what the FNIH has been doing — after Wednesday! 


Best, M. 


P.S. We all agreed, by the way, that we needed a webpage, which means materials to include in it. 


COLL0000021873 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/12/2020 2:25:16 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Lg Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]) 

Subject: FW: Do you have update on rsvps for tomorrow's EC call? FC wants to know 

Attachments: May 13 ACTIV Executive Committee & WG Co-chair.xisx 


Hi Francis: 

See attached. With the exception of Mikael Dolsten we should be good to go tomorrow morning; Stacey Adam told 

Cheryl she thinks Sarah Read is planning to attend. | will send the issues document just received from the TX-Clinical 
group to the Exec Comm and all of the WG co-chairs shortly. | am inviting our staff of course as well as their Deloitte 
counterparts to the meeting tomorrow. 


| understand we are set for our next EC call on Wednesday, May 20 from 3:30-5:00PM, with a pre-call set with you for 
the previous Monday, May 18. Cheryl and Gretchen are working on setting the next Leadership Team call on June 3. It 
looks like once again the only time you are available is 3:30-5:00 PM which may be a bit unfair to our European 
colleagues, so Cheryl and Gretchen are at least going to take a look at Thursday, June 4. 


David 


From: Melencio, Cheryl (FNIH) [T] < b6 

Sent: Tuesday, May 12, 2020 9:33 AM 

To: Wholley, David (FNIH) [T] < b6 

Subject: RE: Do you have update on rsvps for tomorrow's EC call? FC wants to know 


Updated further from one sent a little while ago. Only waiting to hear from Sarah Read now. | sent Stacey a note, since 
she is one of her co-chairs. Cliff and Doug have both now accepted. 


Cheryl Melencio 


Advninistrative Manager, Research Partacrships 

Foundation for the National Institutes of Health 
b6 

fnih.org 


11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


Donate to the PNIH’s Pandemic Response Fund to combat COVID-19: fnih.org/pandemic 


FNIH RANDEMIC 


RESPONSE FUND 


From: Wholley, David (FNIH) [T] bé6 
Sent: Tuesday, May 12, 2020 8:13 AM 
To: Melencio, Cheryl (FNIH) [T] b6 
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Subject: Do you have update on rsvps for tomorrow's EC call? FC wants to know 
Importance: High 


David Whoiley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


b6 


Rockville Pike Suite 600 North Bethesda, MD 20852 


dn 2019, the FNTA earned the highest rating from Charity Navigator for tie fifth consecutive year and was recognized 
us an organization that exceeds industry standards, 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 4/20/2020 3:21:49 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Gonzalez, Nina [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=user3c2f486d]; Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; 
Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875{0679648859e1cf101c0943414-adamsj4]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Santos, Michael (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952/6580-santosmr] 

Subject: ACTIV Leadership Call #2 Attendee List.xlsx 

Attachments: ACTIV Leadership Call #2 Attendee List.xlsx 


Status of attendees at Wednesday’s Leadership call so far... 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 5/13/2020 9:16:43 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce1615472a82f2de-cane]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: URGENT: agenda/talking points for 6 pm call with Disbrow 


It would help to know, but perhaps not on this call, how he would feel about working with Dr. Bright going forward. 
Larry 


From: Francis Collins < b6 

Date: Wednesday, May 13, 2020 at 4:58 PM 

To: "Lane, Cliff (NIH/NIAID) [E]" < b6 “Tabak, Lawrence (NIH/OD) [E]" 
< b6 “Wholley, David (FNIH) [T]" < b6 


Subject: RE: URGENT: agenda/talking points for 6 pm call with Disbrow 


Good points 
From: Lane, Cliff (NIH/NIAID) [E] < b6 
Sent: Wednesday, May 13, 2020 4:57 PM 
To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Wholley, David (FNIH) [T] < b6 
Subject: Re: URGENT: agenda/talking points for 6 pm call with Disbrow 
Perhaps ask him what he thinks is the best way to (b) (5) 
(b) G) 
Cliff 
From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Wednesday, May 13, 2020 at 4:54 PM 
To: Lawrence Tabak b6 v>, "Lane, Cliff (NIH/NIAID) [E]" b6 
“Wholley, David (FNIH) [T]" b6 


Subject: URGENT: agenda/talking points for 6 pm call with Disbrow 


We are speaking with Gary D at 6 PM. My original outreach e-mail is attached. Gary said he was including Robert 
Johnson. | said this conversation would be limited to therapeutics and vaccines, and that we would set up a separate 
call to discuss diagnostics. 


Possible agenda/talking points: 
a &) 6) 
a 
a 
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ee ee! Be 


From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A 1823C18522-MYLESR] 

Sent: 5/13/2020 3:19:18 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Wolinetz, Carrie (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acbSb964ca-burklow|] 

Subject: FW: Human Challenge Trials 


See below. (b) (6) 


From: Jon Cohen < b6 

Sent: Wednesday, May 13, 2020 11:17 AM 

To: Myles, Renate (NIH/OD) [E] < b6 

Ce: Fine, Amanda (NIH/OD) [E] < b6 Wojtowicz, Emma (NIH/OD) [E] < b6 
Subject: Re: Human Challenge Trials 


Hi Renate, 


(b) (5) 


High-Level Meeting Summary 
(&) 6) 


New Mandates for the Vaccines WG 
() 6) 
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)6) 


If we do run a clarification, | will need to spell out that a decision was made prior to the May 15 date here and who 
made it and why. 


Many thanks, 
Jon 
On May 13, 2020, at 7:27 AM, Myles, Renate (NIH/OD) [E] < b6 wrote: 
[EXTERNAL EMAIL] 
Hi Jon: 
We saw your about Warp Speed yesterday. | wanted to let you know that ACTIV is not planning to 


support human challenge studies for COVID-19. There is an expectation of sufficient natural 
transmission for efficacy studies that could be launched as early as summer 2020. The development of a 
human challenge model would take longer than this timeline. Would you update your story to reflect 
this point? 


Thanks much, 
Renate 


Renate Myles, MBA 
Depuly Direc 


for 


Tel: b6 
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From: Lane, Cliff (NIH/NIAID) {E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

Sent: 5/13/2020 8:57:21 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: URGENT: agenda/talking points for 6 pm call with Disbrow 


Flag: Follow up 


Perhaps ask him what he thinks is the best way to (v) (5) 
(b) (5) 


Cliff 


From: "Collins, Francis (NIH/OD) [E]" < b6 

Date: Wednesday, May 13, 2020 at 4:54 PM 

To: Lawrence Tabak < b6 “Lane, Cliff (NIH/NIAID) [E]" < b6 
“Wholley, David (FNIH) [T]"< b6 

Subject: URGENT: agenda/talking points for 6 pm call with Disbrow 


We are speaking with Gary D at 6 PM. My original outreach e-mail is attached. Gary said he was including Robert 
Johnson, | said this conversation would be limited to therapeutics and vaccines, and that we would set up a separate 
call to discuss diagnostics. 


Possible agenda/talking points: 
&) (5) 


a 

a 

a 
What else? 


FC 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 5/15/2020 7:13:47 PM. 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: Vaccines representation on the EC 

Hi Francis, 


Hope the meeting at the WH went well today. It occurs to me that we don’t have a lot of vaccines representation on the 
EC—outside of Tony. Now that Peter Marks has been suitably ordained as Vaccines Czar (1 guess), would it make sense 
to have him on the ACTIV EC? 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 


11400 Rockville Pike Suite 600 North Bet 


esda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards, 
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From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 


Sent: 4/20/2020 5:05:10 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 

Flag: Follow up 


Great job, Francis — thank you! Just one thing, you keep saying David and the FNIH are doing project management of 
ACTIV. The project manager role is like saying we are the lab technicians. Maybe just say we are managing the 
partnership? 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, April 20, 2020 12:28 PM 

To: Dr Mark McClellan, M.D. < b6 

[at v6 b6 Wood, Gretchen (NIH/OD) [E] < b6 

McManus, Ayanna (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 

Marianne Hamilton Lopez, Ph.D. < b6 Patricia Green < b6 

Elizabeth Murphy < b6 Karley Whelan < v6 Freire, Maria (FNIH) [T] 
< b6 


Subject: Re: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Just to let you know, I've got a hard stop at 1 pm ET 


Sent from my iPhone 


On Apr 18, 2020, at 2:30 PM, Dr Mark McClellan, M.D. b6 wrote: 


Francis 
My thanks too —really appreciate your doing this 


From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Saturday, April 18, 2020 at 11:52 AM 
To: Mark McClellan b6 
Ce: b6 
b6 "Wood, Gretchen (NIH/OD) [E]" < b6 ; 
"McManus, Ayanna (NIH/OD) [E]" < b6 “Myles, Renate (NIH/OD) [E]" 
b6 , "Marianne Hamilton Lopez, Ph.D." 

b6 ‘ Ravens ’ Patricia Green 66 mance Elizabeth 
Murphy b6 Karley Whelan b6 “Freire, 
Maria (FNIH) [T]" < b6 


Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Hi Mark, 


I'm glad to do this, and appreciate your identifying a slot that can work with my ridiculous 
schedule. 
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Best, Francis 

From: Dr Mark McClellan, M.D. b 

Sent: Saturday, April 18, 2020 10:21 AM 
To: Collins, Francis (NIH/OD) [E] b6 


{are b6 Wood, Gretchen (NIH/OD) [E] 
b6 >; McManus, Ayanna (NIH/OD) [E] b6 >; Myles, Renate 
(NIH/OD) [E] b6 : Marianne Hamilton Lopez, Ph.D. 
b6 ; Patricia Green b6 Elizabeth Murphy 
b6 >; Karley Whelan b6 > 


Subject: FW: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Importance: High 


Dear Francis, 


| hope you are doing well in these extraordinary times. | really appreciate your leadership, along with 
NIH and all your collaborators, on accelerating the therapeutics that will get us out of the epidemic, 
including the steps reflected in your announcement yesterday. On behalf of the Duke-Margolis Center 
for Health Policy, | am writing to invite you to speak during an upcoming webinar on Monday April 20" 
from 12:30 pm — 2:30 pm ET . Over the course of the webinar, we will focus on the issues, strategies, 
and policies for accelerating the availability and impact of effective COVID-19 therapies. 


| specifically hope that you'll join me for a “fireside chat” from 12:45 pm — 1:00 pm ET to discuss the 
Accelerating COVID-19 Therapeutic Interventions and Vaccines partnership. We know such a 
discussion will be of great interest to our audience. 


The webinar, presented jointly by Duke-Margolis and the Alexandria Summit, will leverage 
multidisciplinary expertise and cross-sector experiences. I've attached a working agenda for your 
consideration. We will make it as easy as possible for you to participate remotely. Please do not hesitate 
to contact me or my colleague Marianne Hamilton Lopez ( b6 with any 
questions. 


| hope you can join us. 


-Mark 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B369 2A 1823C18522-MYLESR] 

Sent: 5/15/2020 6:03:24 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO08be856acb5b964ca-burklowj) 


cc: Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 
Subject: RE: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next week - CNNPolitics 


Attachments: RADx w-NIBIB.pptx 


According to the slide Tara sent to me (attached), it’s Advance Testing Program 


woene Original Message----- 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Friday, May 15, 2020 1:46 PM 
To: Myles, Renate (NIH/oD) [€] < b6 Tabak. Lawrence (NIH/oD) [E] 
b6 Burklow, John (NIH/OD) 1E1 b6 
Cc; Wolinetz, Carrie (NIH/oD) [E] < b6 
Subject: RE: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next 
week ~ CNNPolitics 


sorry, had my phone taken for the last three hours in the west Wing. 


This is mostly OK, but “responsible for" seems a little too overarching. See edit in CAPS. Also please 
check what the "T" in ATP stands for. 


FC 

ween Original Message----- 

From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Friday, May 15, 2020 11:16 AM 

To; Collins. Francis (NIH/oD) [E] < b6 Tabak. Lawrence (NIH/OD) [E] 
< b6 Burklow, John (NIH/OD) IEI < b6 

Cc; Wolinetz, Carrie (NIH/OD) [E] < b6 


Subject: RE: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next 
week - CNNPolitics 


Hi Francis: 


Just checking in to see if you're okay with this statement. We have a few reporters waiting to hear back 
from us and we'd like to correct the CNN story. 


Rick Bright was reassigned to NIH on April 18, 2020. Dr. Bright is a senior advisor to the NIH director 
on diagnostics and WILL BE ASSISTING DR, COLLINS IN STANDING UP the Rapid Acceleration of Diagnostics 
Advanced TECHNOLOGY Program (RADx-ATP). This part of RADx is focused on the rapid scale up of advanced 
testing technologies. 


Thanks, 

Renate 

oe Original Message----- 

From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Friday, May 15, 2020 9:20 AM 

To: Mvles. Renate (NIH/OD) [E] < v6 Collins. Francis (NIH/oD) [E] 
< b6 Burklow, John (NIH/OD) IEl < b6 

Cec: Wolinetz, Carrie (NIH/oD) [E] < b6 


Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next 
week - CNNPolitics 


I am ok with this and just spoke with several folks at HHS to clarify as wel]. I assured them that we 
would touch base with ASPA. 

Francis, will this statement work for you? 

Thanks 

Larry 
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On 5/15/20, 9:16 AM, "Myles, Renate (NIH/OD) [E]" < b6 wrote: 


Here's a proposed response to Rick Bright's role, checked with OHR. Let me know if you have any 
concerns with it. 


Rick Bright was reassigned to NIH on April 18, 2020. Dr. Bright is a senior advisor to the NIH 
director on diagnostics and responsible for the Rapid Acceleration of Diagnostics Advanced Testing 
Program (RADx-ATP). This part of RADx is focused on the rapid scale up of advanced testing technologies. 


-----Original Message----- 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Friday, May 15, 2020 7:46 AM 

To: Myles. Renate (NIH/oD) [E] < b6 Collins, Francis (NIH/oD) [E] 
< b6 Burklow, John (NIH/OD) IEI < b6 

Cc: Wolinetz, Carrie (NIH/OD) [E] < b6 


Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines 
next week - CNNPolitics 


Could we wait until the call ends please and then touch base. 
On 5/15/20, 7:45 AM, “Myles, Renate (NIH/oD) [E]" < b6 «gov> wrote: 
Yes, we can reach out to CNN and ask them to correct it. Does Bright have a formal title now? We 
had been saying he was coming to NIH as a senior advisor with a role yet to be determined with NIH's 
diagnostic efforts. 


seme Sriginal Message----- 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, May 15, 2020 7:29 AM 

Jo: burklou, John (NIH/OD) [E] < b6 -gov>; Tabak, Lawrence (NIH/OD) [E] 
< 16 

(23 Hy les, Renate (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] 
< 


Subject: RE: Rick Bright plans to start his new job working on coronavirus treatments and 
vaccines next week - CNNPolitics 


Can we get CNN to correct this? 


Staite Original Message----- 


From: Burklow, John (NIH/OD) [E] < b6 

Sent: Friday, May 15, 2020 7:18 AM 

To: Tabak, Lawrence (NIH/oD) [€] < b6 

Cc: Collins. Francis (NIH/oD) [E] < b6 Myles. Renate (NIH/OD) [E] 
< b6 Wolinetz, Carrie (NIH/OD) LEJ < b6 


Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and 
vaccines next week - CNNPolitics 


OK, will do, Larry. 

John 

Sent from my iPhone 

> On May 15, 2020, at 5:43 AM, Tabak, Lawrence (NIH/oD) [E] < b6 wrote: 
: I will reach out to them and Danielle (who is now returned) to try and get this resolved. 


John, if you or Renate could please check via the communication chain to learn if that is the source of 
confusion. 


> Larry 
> 
> 
> On 5/15/20, 5:38 AM, "Tabak, Lawrence (NIH/OD) [E]" < b6 wrote: 
> 
j > I spoke to Brian Stimson and Catherine Byrd late last night and was unambiguous about his 
role. 
> Larry 
> 
* Sent from my iPhone 
> 
>> On May 15, 2020, at 5:02 AM, Collins, Francis (NIH/OD) [E] < v6 wrote 
>> 


>> Can we find out who at HHS is so completely confused about what Rick Bright's job is at NIH? 
second in command at ACTIV??2?? 
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>> From: Freire, Maria (FNIH) [T] < b6 

>> Sent: Thursday, May 14, 2020 11:44 PM 

>> To: Collins. Francis (NIH/oD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 
< be Wholley, David (FNIH) LT] < b6 rg> 

>> Subject: Fwd: Rick Bright plans to start his new Job working on coronavirus treatments and 
vaccines next week - CNNPolitics 


>> 
>> Very confused. M. 

> 

>> https://www.cnn.com/2020/05/14/politics/richard-bright-new-job-hhs/index.htm] 
> 


> 
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From: Gonzalez, Nina [ b6 
Sent: 4/20/2020 3:29:17 PM. 
To: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Coilins, Francis (NIH/OD) 

E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4]; Alvarez, Rosa Maria 

b6 Anderson, Margaret [ b6 James, Stephanie (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf795 77e2aa8d1-jamesst]; Kim, Elizabeth 
v6 Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp]; Santos, Michael (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab3 8cb6836de44e 18ef4cc6952f65f80-santosmr]; Stratton, Benjamin 
[ b6 Tolman, Brett [ b6 Tountas, Karen (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh]; Wachtel, Jonathan 


b6 ]; Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
ee: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]) 
Subject: RE: Pre-call for ACTIV Leadership Meeting 


Attachments: ACTIV WG Leadership Meeting 20200420 v1.pptx 


Leaders — 

Please see attached the slides that we will review at today’s pre-call meeting. 

Please let me know if you have any questions or concerns. 

Please note: many of these slides are “in-process”. We look forward to the discussion. 
Thank you, 


Nina 


Nina Gonzalez 
Deloitte Consulting LLP 
Tel/Direct: +b 
b6 _ | www.deloitte.com 


Please conside 


From: Melencio, Cheryl (FNIH) [T] < b6é 

Sent: Wednesday, April 15, 2020 2:10 PM 

To: Melencio, Cheryl (FNIH) [T]; Collins, Francis (NIH/OD) [E]; Adam, Stacey (FNIH) [T]; Alvarez, Rosa Maria; Anderson, 
Margaret; Gonzalez, Nina; James, Stephanie (FNIH) [T]; Kim, Elizabeth; Menetski, Joseph (FNIH) [T]; Santos, Michael 
(FNIH) [1]; Stratton, Benjamin; Tolman, Brett; Tountas, Karen (FNIH) [T]; Wachtel, Jonathan; Wholley, David (FNIH) [T] 
Cc: Wood, Gretchen (NIH/OD) [E] 

Subject: Pre-call for ACTIV Leadership Meeting 
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When: Monday, April 20, 2020 11:30 AM-12:00 PM (UTC-05:00) Eastern Time (US & Canada). 
Where: see webex below 


Join Webex meeting 
Meeting number (access code): b6 Meeting password: b6 


Join from a video system or application 
Dial b6 nih c 
You can also dial b6 and enter your meeting number. 


Join by phone 
Tap to call in from a mobile device (attendess only} 

b6 Cail-in toll number (US/Canada) 
Global call-in numbers 


Join using Microsoft Lync or Microsoft Skype for Business 
Dial b6 


Can'tioin the meeting 


cwebex.con 


If you are a host, go here to view host information. »o» 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 


provide services to clients. Please see www.deloitte.com/about to learn more. 


v.E.1 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A1823C18522-MYLESR] 

Sent: 5/15/2020 1:16:26 PM. 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj) 


ce: Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: RE: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next week - CNNPolitics 

Flag: Follow up 


Here's a proposed response to Rick Bright's role, checked with OHR. Let me know if you have any concerns 
with it. 

Rick Bright was reassigned to NIH on April 18, 2020. Dr. Bright is a senior advisor to the NIH director 
on diagnostics and responsible for the Rapid Acceleration of Diagnostics Advanced Testing Program (RADx- 
ATP). This part of RADx is focused on the rapid scale up of advanced testing technologies. 


States Original Message----- 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Friday, May 15, 2020 7:46 AM 

To: Mvles. Renate (NIH/OD) [€] < b6 Collins, Francis (NIH/oD) [E] 
< b6 Burklow, John (NIH/OD) IEI < b6 

Cc; Wolinetz, Carrie (NIH/OD) [E] < b6 


Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next 
week - CNNPolitics 


Could we wait until the call ends please and then touch base. 
On 5/15/20, 7:45 AM, "Myles, Renate (NIH/oD) [€]" < b6 wrote: 

Yes, we can reach out to CNN and ask them to correct it, Does Bright have a formal title now? we had 
been saying he was coming to NIH as a senior advisor with a role yet to be determined with NIH’s 
diagnostic efforts. 


sooen Original Message----- 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, May 15, 2020 7:29 AM 

To: Burklow. John (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 
< 

Cee Wyle Renate (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/oD) [E] 
< 6 


Subject: RE: Rick Bright plans to start his new job working on coronavirus treatments and vaccines 
next week - CNNPolitics 


Can we get CNN to correct this? 


anes Original Message----- 


From: Burklow, John (NIH/OD) [E] < b6 
Sent: Friday, May 15, 2020 7:18 AM 
To: Tabak, Lawrence (NIH/OD) [E] < b6 


€c: Collins. Francis (NIH/OD) [E] < b6 Myles. Renate (NIH/OD) [E] 
< b6 Wolinetz, Carrie (NIH/OD) LE] < b6 

Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines 
next week - CNNPolitics 

OK, will do, Larry. 

John 


Sent from my iPhone 


> On May 15, 2020, at 5:43 AM, Tabak, Lawrence (NIH/OD) [E] < b6 wrote: 
> 
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> I will reach out to them and Danielle (who is now returned) to try and get this resolved. John, if 
you or Renate could please check via the communication chain to learn if that is the source of 
confusion. 

> Larry 


v 


On 5/15/20, 5:38 AM, “Tabak, Lawrence (NIH/oD) [E]" b6 wrote: 


> 
> 
> 
> I spoke to Brian Stimson and Catherine Byrd late last night and was unambiguous about his role. 
> Larry 
> 

a Sent from my iPhone 

> 

>> On May 15, 2020, at 5:02 AM, Collins, Francis (NIH/oD) [E] b6 wrote: 


>> Can we find out who at HHS is so completely confused about what Rick Bright's job is at NIH? 
Second in command at ACTIV???? 


> 

>> FC 

> 

>> <we== Original Message----~ 

>> From: Freire, Maria (FNIH) [T] < b6 

>> Sent: Thursday, May 14, 2020 11:44 PM 

>> To: Collins. Francis (NIH/0D) (e] < b6 Tabak, Lawrence (NIH/OD) [E] 
< b6 Wholley, David (FNIH) [TJ < b6 


>> Subject: Fwd: Rick Bright plans to start his new job working on coronavirus treatments and 
vaccines next week - CNNPolitics 

> 

>> Very confused. M. 

> 

>> https: //ww.cnn,com/2020/05/14/politics/richard-bright-new-job-hhs/index. htm] 

= 

> 
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From: Pitt, Margaret L CIV USARMY MEDCOM USAMRIID (USA) [ b6 


Sent: 5/15/2020 10:33:07 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: [Non-DoD Source] Time sensitive: Making your ACTIV Participation Public 


Yes | agree 


Thanks 


Sent from my iPhone 


On May 14, 2020, at 5:56 PM, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for 
information about our efforts, including announcements, scientific papers, and new developments. 
Currently, the content is based on publicly available information, but we would like add the ACTIV 
leadership and working group members. Your representation on ACTIV demonstrates the breadth and 
depth of expertise and experience from all sectors committed to this effort. Please send your responses 
to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, Friday, 
May 15, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 
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From: Rappaport, Jay b6 


Sent: 5/15/2020 9:58:06 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: Re: Time sensitive: Making your ACTIV Participation Public 


Dear Dr. Collins, 

Thank you for this invitation andi am sorry for the late reply. | would be pleased to be listed on the ACTIV webpage. 
Best regards, 

Jay 

Jay Rappaport, PhD 

Director, 

Tulane National Primate Research Center 


Get Outlook for iOS 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, May 14, 2020 4:56 PM 

To; Collins, Francis (NIH/OD) [E] 

Cc: Myles, Renate (NIH/OD) [E]; Meltzer, Abbey (FNIH) [T]; Wholley, David (FNIH) [T] 
Subject: Time sensitive: Making your ACTIV Participation Public 


External Sender. Be aware of links, attachments and requests. 


Dear ACTIV Colleagues: 
Yes, this message is for you, though your address was in the bcc line! 


NIH would like to launch an ACTIV webpage to provide stakeholders with a central resource for information about our 
efforts, including announcements, scientific papers, and new developments. Currently, the content is based on publicly 
available information, but we would like add the ACTIV leadership and working group members. Your representation on 
ACTIV demonstrates the breadth and depth of expertise and experience from all sectors committed to this effort. Please 
send your responses to me, cc’ing Renate Myles, Abbey Meltzer, and David Wholley by 12:00 p.m. ET tomorrow, 
Friday, May 415, if you agree to be listed on the web site as part of the ACTIV team. 


Thanks, 
Francis 


Francis S. Collins, MD, PhD 
NIH Director 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B369 2A 1823C18522-MYLESR] 

Sent: 5/15/2020 3:16:28 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO08be856acb5b964ca-burklowj) 


ce: Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: RE: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next week - CNNPolitics 

Flag: Follow up 

Hi Francis: 


Just checking in to see if you're okay with this statement. we have a few reporters waiting to hear back 
from us and we'd like to correct the CNN story. 


Rick Bright was reassigned to NIH on April 18, 2020. Dr. Bright is a senior advisor to the NIH director 
on diagnostics and responsible for the Rapid Acceleration of Diagnostics Advanced Testing Program (RADx- 
ATP). This part of RADx is focused on the rapid scale up of advanced testing technologies. 


Thanks , 
Renate 


--Original Message----- 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Friday, May 15, 2020 9:20 AM 

To: Mvles. Renate (NIH/OD) [E] < b6 Collins. Francis (NIH/oD) [E] 
< b6 Burklow, John (NIH/OD) |EI < b6 

Ce: Wolinetz, Carrie (NIH/oD) [E] < b6 


Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next 
week - CNNPolitics 


I am ok with this and just spoke with several folks at HHS to clarify as well. I assured them that we 
would touch base with ASPA. 

Francis, will this statement work for you? 

Thanks 

Larry 


On 5/15/20, 9:16 AM, “Myles, Renate (NIH/OD) [E]" < b6 wrote: 


Here's a proposed response to Rick Bright's role, checked with OHR. Let me know if you have any 
concerns with it. 


Rick Bright was reassigned to NIH on April 18, 2020. Dr. Bright is a senior advisor to the NIH 
director on diagnostics and responsible for the Rapid Acceleration of Diagnostics Advanced gesting 
Program (RADX-ATP). This part of RADx is focused on the rapid scale up of advanced testing technologies. 


a--- original Message----- 


From: Tabak, Lawrence (NIH/oD) [E] < b6 

Sent: Friday, May 15, 2020 7:46 AM 

To: Mvles. Renate (NIH/OD) [E] b6 Collins. Francis (NIH/OD) [E] 
< b6 Burklow, John (NIH/OD) |EI < b6 

Cc: Wolinetz, Carrie (NIH/OD) [E] < b6 


Subject: Re: Rick Bright plans to start nis new job working on coronavirus treatments and vaccines 
next week ~ CNNPolitics 


Could we wait until the call ends please and then touch base. 
On 5/15/20, 7:45 AM, "Myles, Renate (NIH/OD) [E]" < b6 wrote: 
Yes, we can reach out to CNN and ask them to correct it. Does Bright have a formal title now? We 


had been saying he was coming to NIH as a senior advisor with a role yet to be determined with NIH's 
diagnostic efforts. 


COLL0000021960 


< 


< 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Friday, May 15, 2020 7:29 AM 


los Burk lon, John (NIH/oD) [E] < b6 Tabak, Lawrence (NIH/oD) [Ee] 
6 
Cc: Mvles._Renate (NIH/oD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] 


Subject: RE: Rick Bright plans to start his new job working on coronavirus treatments and 


vaccines next week - CNNPolitics 


< 


Can we get CNN to correct this? 


Seite Original Message----- 


From: Burklow, John (NIH/OD) [E] < b6 
Sent: Friday, May 15, 2020 7:18 AM 

To: Tabak, Lawrence (NIH/oD) [E] < b6 
Cc; 


Collins. Francis (NIH/OD) [E] < b6 Mvles. Renate (NIH/OD) [E] 
b6 Wolinetz, Carrie (NIH/OD) LEJ b6 
Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and 


vaccines next week - CNNPolitics 


OK, will do, Larry. 

John 

Sent from my iPhone 

> On May 15, 2020, at 5:43 AM, Tabak, Lawrence (NIH/OD) [E] < b6 wrote: 


> 
> I will reach out to them and Danielle (who is now returned) to try and get this resolved. 


John, if you or Renate could please check via the communication chain to learn if that is the source of 
confusion. 


role. 


> Larry 

> 

> 

> On 5/15/20, 5:38 AM, “Tabak, Lawrence (NIH/OD) [E]" < b6 wrote: 

> 

> I spoke to Brian Stimson and Catherine Byrd late last might and was unambiguous about his 
> Larry 

> 

> Sent from my iPhone 

> 

>> On May 15, 2020, at 5:02 AM, Collins, Francis (NIH/OD) [E] < b6 wrote 
>> 


>> Can we find out who at HHS is so completely confused about what Rick Bright's job is at NIH? 


Second in command at ACTIV???? 


>> FC 


original Message- 


>> From: Freire, Maria CFNIH) [T] < b6 

>> Sent: Thursday, May 14, 2020 11:44 PM 

>> To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 
b6 >; Wholley, David (FNIH) LTJ < 


>> Subject: Fwd: Rick Bright plans to start his new job working on coronavirus treatments and 


vaccines next week - CNNPolitics 


> 
>> Very confused. MM. 


> 
>> https: //www.cnn.com/2020/05/14/politics/richard-bright-new-job-hhs/index.htm] 
> 


> 


COLLO0000021960 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 5/15/2020 1:19:58 PM. 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj) 


ce: Wolinetz, Carrie (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd] 

Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines next week - CNNPolitics 

Flag: Follow up 


I am ok with this and just spoke with several folks at HHS to clarify as well. I assured them that we 
would touch base with ASPA. 

Francis, will this statement work for you? 

Thanks 

Larry 


On 5/15/20, 9:16 AM, “Myles, Renate (NIH/OD) [E]" < b6 wrote: 


Here's a proposed response to Rick Bright's role, checked with OHR. Let me know if you have any 
concerns with it. 


Rick Bright was reassigned to NIH on April 18, 2020. Dr. Bright is a senior advisor to the NIH 
director on diagnostics and responsible for the Rapid Acceleration of Diagnostics Advanced Testing 
Program (RADx-ATP). This part of RADx is focused on the rapid scale up of advanced testing technologies. 


soeen Original Message----- 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Friday, May 15, 2020 7:46 AM 
To: Myles. Renate (NIH/0D) (e] < b6 collins. Francis (NIH/oD) [E] 


Burklow, John (NIH/OD) |EI < 
Cc: Wolinetz, Carrie (NIH/OD) fe] < b6 
Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and vaccines 
next week - CNNPolitics 


Could we wait until the call ends please and then touch base. 
On 5/15/20, 7:45 AM, "Myles, Renate (NIH/oD) [E]" < b6 -gov> wrote: 
Yes, we can reach out to CNN and ask them to correct it. Does Bright have a formal title now? we 
had been saying he was coming to NIH as a senior advisor with a role yet to be determined with NIH'’s 
diagnostic efforts. 


ree Original Message----- 


From: Collins, Francis (NIH/oD) [E] < b6 

Sent: Friday, May 15, 2020 7:29 AM 

To: Burklow. John (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/0D) [E] 
< 

Cc: Mvles. Renate (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] 


b6 > 
Subject: RE: Rick Bright plans to start his new job working on coronavirus treatments and 
vaccines next week - CNNPolitics 


Can we get CNN to correct this? 


-original Message---~- 


From: Burklow, aah (NIH/oD) [E] < v6 

Sent: Friday, May 15, 2020 7:18 AM 

To: Tabak, Lawrence (NIH/0D) Ce] < b6 

Cc: Collins, Francis (NIH/OD) [E] < b6 Myles. Renate (NIH/OD) [E] 
< b6 -gov>; Wolinetz, Carrie (NIH/OD) LEJ < b6 


Subject: Re: Rick Bright plans to start his new job working on coronavirus treatments and 
vaccines next week - CNNPolitics 


OK, will do, Larry. 


COLL0000021961 


John 

Sent from my iPhone 

> On May 15, 2020, at 5:43 AM, Tabak, Lawrence (NIH/OD) [E] <lawrence.tabak@nih.gov> wrote: 
= I will reach out to them and Danielle (who is now returned) to try and get this resolved. 


John, if you or Renate could please check via the communication chain to learn if that is the source of 
confusion. 


> Larry 

> 

> 

> On 5/15/20, 5:38 AM, “Tabak, Lawrence (NIH/OD) [E]" b6 wrote: 

> 

> I spoke to Brian Stimson and Catherine Byrd late last night and was unambiguous about his 
role. 

> Larry 

> 

> Sent from my iPhone 

> 

>> On May 15, 2020, at 5:02 AM, Collins, Francis (NIH/OD) [E] < b6 wrote: 

>> 


>> Can we find out who at HHS is so completely confused about what Rick Bright's job is at NIH? 
Second in command at ACTIV???? 


>> FC 

> 

>> sone Original Message----- 

>> From: Freire, Maria (FNIH) [T] < b6 

>> Sent: Thursday, May 14, 2020 11:44 PM 

>> To: Collins. Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 
< b6 Wholley, David (FNIH) LTJ < b6 


>> Subject: Fwd: Rick Bright plans to start his new job working on coronavirus treatments and 
vaccines next week - CNNPolitics 


> 
>> Very confused. MM. 
>> 


>> https://www.cnn.com/2020/05/14/politics/richard-bright-new-job-hhs/index.htm] 
> 


> 
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From: Joel Marcus [ b6 

Sent: 4/20/2020 4:37:59 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc] 

Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 

Flag: Follow up 


Thank you Francis! 


JOEL MARCUS 
Executive Chairman & Founder 


Alexandria Real Estate Equities, Inc. (NYSE:ARE) 
Alexandria Venture Investments 

26 North Euclid Avenue 

Pasadena, CA 91101 

0 626.578.9693 


M v6 
F b6 
b6 


www.are,com 


From: Collins, Francis (NIH/OD) [E] [mailto: b6 

Sent: Monday, April 20, 2020 9:28 AM 

To: Dr Mark McClellan, M.D. < b6 

Ce: Joel Marcus < b6 Lynne Zydowsky < b6 
{E]< b6 McManus, Ayanna (NIH/OD) [E] < b6 

< b6 Marianne Hamilton Lopez, Ph.D. < b6 
< b6 Elizabeth Murphy < b6 

< b6 Freire, Maria (FNIH) [T] < b6 


Subject: Re: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Just to let you know, I've got a hard stop at 1 pm ET 


Sent from my iPhone 


Wood, Gretchen (NIH/OD) 
Myles, Renate (NIH/OD) [E] 
Patricia Green 
Karley Whelan 


On Apr 18, 2020, at 2:30 PM, Dr Mark McClellan, M.D. < b6 > wrote: 
Francis 
My thanks too — really appreciate your doing this 
From: "Collins, Francis (NIH/OD) [E]" < b6 
Date: Saturday, April 18, 2020 at 11:52 AM 
To: Mark McClellan < b6 
Ce: " b6 <i b6 
b6 >, "Wood, Gretchen (NIH/OD) [E]" < b6 
"McManus, Ayanna (NIH/OD) [E]" b6 "Myles, Renate (NIH/OD) [E]" 


COLL0000021962 


b6 >, "Marianne Hamilton Lopez, Ph.D." 


< b6 , Patricia Green b6 Elizabeth 
Murphy b6 >, Karley Whelan < v6 "Freire, 
Maria (FNIH) [T]" < 6 


Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Hi Mark, 


I’m glad to do this, and appreciate your identifying a slot that can work with my ridiculous 
schedule. 


Best, Francis 


From: Dr Mark McClellan, M. b6 
Sent: Saturday, April 18, 2020 10:21 AM 
To: Collins, Francis (NIH/OD) [E] b6 
eee b6 1 b6 Wood, Gretchen (NIH/OD) [E] 

b6 >; McManus, Ayanna (NIH/OD) [E] v6 Myles, Renate 
(NIH/OD) [E] b6 >; Marianne Hamilton Lopez, Ph.D. 

b6 >; Patricia Green b6 >; Elizabeth Murphy 

< b6 Karley Whelan b6 


Subject: FW: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Importance: High 


Dear Francis, 


| hope you are doing well in these extraordinary times. | really appreciate your leadership, along with 
NIH and all your collaborators, on accelerating the therapeutics that will get us out of the epidemic, 
including the steps reflected in your announcement yesterday. On behalf of the Duke-Margolis Center 
for Health Policy, | am writing to invite you to speak during an upcoming webinar on Monday April 20" 
from 12:30 pm — 2:30 pm ET . Over the course of the webinar, we will focus on the issues, strategies, 
and policies for accelerating the availability and impact of effective COVID-19 therapies. 


| specifically hope that you'll join me for a “fireside chat” from 12:45 pm — 1:00 pm ET to discuss the 
Accelerating COVID-19 Therapeutic Interventions and Vaccines partnership. We know such a 
discussion will be of great interest to our audience. 


The webinar, presented jointly by Duke-Margolis and the Alexandria Summit, will leverage 
multidisciplinary expertise and cross-sector experiences. I've attached a working agenda for your 
consideration. We will make it as easy as possible for you to participate remotely. Please do not hesitate 
to contact me or my colleague Marianne Hamilton Lopez b6 with any 
questions. 


| hope you can join us. 


-Mark 


COLL0000021962 


From: 
Sent: 
To: 


cc: 


Patricia Green [ b6 
4/20/2020 4:29:31 PM 
Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Dr Mark McClellan, M.D. 
[ b6 

b6 b6 Wood, Gretchen (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amemanus]; Myles, Renate (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Marianne Hamilton Lopez, 
Ph.D. [ b6 Elizabeth Murphy [ b6 Karley Whelan 
[ b6 Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 


Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Flag: Follow up 


Got it. Dr. Collins, I’ve texted Mark as well. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, April 20, 2020 12:28 PM 

To: Dr Mark McClellan, M.D. < b6 

Ce: b6 b6 Wood, Gretchen (NIH/OD) [E] < b6 

McManus, Ayanna (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 

Marianne Hamilton Lopez, Ph.D. < b6 Patricia Green < b6 

Elizabeth Murphy < b6 Karley Whelan < b6 Freire, Maria (FNIH) [T] 
< b6 


Subject: Re: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Just to let you know, I've got a hard stop at 1 pm ET 


Sent from my iPhone 


On Apr 18, 2020, at 2:30 PM, Dr Mark McClellan, M.D. < b6 wrote: 
Francis 
My thanks too —really appreciate your doing this 
From: "Collins, Francis (NIH/OD) [E]" <co b6 
Date: Saturday, April 18, 2020 at 11:52 AM 
To: Mark McClellan b6 
Ce: " b6 < b6 4 b6 
b6 Wood, Gretchen (NIH/OD) [E]" < b6 
"McManus, Ayanna (NIH/OD) [E]" b6: "Myles, Renate (NIH/OD) [E]" 
b6 “Marianne Hamilton Lopez, Ph.D." 
< b6 du>, Patricia Green b6 >, Elizabeth 
Murphy <elizabet b6 Karley Whelan b6 "Freire, 


COLL0000021964 


Maria (FNIH) [T]" b6 
Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 


Hi Mark, 


\’m glad to do this, and appreciate your identifying a slot that can work with my ridiculous 
schedule. 


Best, Francis 


From: Dr Mark McClellan, M.D. < v6 
Sent: Saturday, April 18, 2020 10:21 AM 
To: Collins, Francis (NIH/OD) [E] b6 
Ce: b6 Wood, Gretchen (NIH/OD) [E] 
v6 McManus, Ayanna (NIH/OD) [E] b6 >; Myles, Renate 
(NIH/OD) [E] b6 >; Marianne Hamilton Lopez, Ph.D. 
b6 Patricia Green b Elizabeth Murphy 
b6 Karley Whelan < b6 


Subject: FW: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Importance: High 


Dear Francis, 


| hope you are doing well in these extraordinary times. | really appreciate your leadership, along with 
NIH and all your collaborators, on accelerating the therapeutics that will get us out of the epidemic, 
including the steps reflected in your announcement yesterday. On behalf of the Duke-Margolis Center 
for Health Policy, | am writing to invite you to speak during an upcoming webinar on Monday April 20" 
from 12:30 pm — 2:30 pm ET . Over the course of the webinar, we will focus on the issues, strategies, 
and policies for accelerating the availability and impact of effective COVID-19 therapies. 


| specifically hope that you'll join me for a “fireside chat” from 12:45 pm — 1:00 pm ET to discuss the 
Accelerating COVID-19 Therapeutic Interventions and Vaccines partnership. We know such a 
discussion will be of great interest to our audience. 


The webinar, presented jointly by Duke-Margolis and the Alexandria Summit, will leverage 
multidisciplinary expertise and cross-sector experiences. I've attached a working agenda for your 
consideration. We will make it as easy as possible for you to participate remotely. Please do not hesitate 
to contact me or my colleague Marianne Hamilton Lopez v6 ) with any 
questions. 


| hope you can join us. 


-Mark 


COLL0000021964 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 4/20/2020 11:22:30 AM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabaki]; Collins, Francis (NIH/OD) {E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: Important 


Thank you Larry. 


From: "Tabak, Lawrence (NIH/OD) [E]" b6 

Date: Monday, April 20, 2020 at 5:51:45 AM 

To: "Freire, Maria (FNIH) [T]" 06 "Collins, Francis (NIH/OD) [E]" b6 
Subject: Re: Important 


Maria, 
Agree that this warrants a separate call. 
Larry 


From: “Freire, Maria (FNIH) [T]" < b6 

Date: Monday, April 20, 2020 at 6:27 AM 

To: Francis Collins < b6 “Tabak, Lawrence (NIH/OD) [E]" < b6 
Subject: Important 


Good morning Francis and Larry, 

It was been 4 remarkable weeks in which the NIH and the FNIH have done amazing work to address COVID-19. Needless 
to say, all of us at the FNIH are very proud and pleased with the catalytic role we are playing. Creating and managing 
large, complex, transformative partnerships is what we do better than most - if anyone - and we would very much like to 


continue to do so for COVID. 


While we have not spoken about the financial situation in which this places the FNIH for a few weeks, it is uppermost on 
my mind. Quite simply, this is not sustainable. 


We are trying very hard to attract resources for ACTIV and will continue to do so but this takes time, which we do not 
have. COVID-19, like every other charity, has hit us very hard; we are already looking at a negative balance 
sheet. The deployment of resources to ACTIV only compounds this problem. 


| would like to discuss this further but perhaps our daily call is not the best place to bring this up. 


All the best, Maria 


COLL0000021968 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/18/2020 7:06:53 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: [EXTERNAL] Hever and COVID 

Flag: Follow up 


Francis will you need slides for the Hever presentation? Please let me know. 


b6 . He is about 96 and in a nursing home in CT. So Tam trying to lighten his 
load as much as possible, deflecting and reassigning as needed. 


If we can get a head start on these and work with someone on your side to get them to you, it would be 


great. M. 


From: "Collins, Francis (NIH/OD) [E]" 

Date: Saturday, April 18, 2020 at 1:26:09 PM 
To: b6 b6 
Subject: RE: [EXTERNAL] Hever and COVID 


Great, thanks! 


From: b6 b6 
Sent: Saturday, April 18, 2020 2:15 PM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: Re: [EXTERNAL] Hever and COVID 


Francis 


b6 


The draft agenda has you to present ACTIV at HEVER call , invitations will come shortly for a HEVER call. 


| will introduce the need for a Covid group where federal agencies of NIH-FDA-EMEA-BARDA -EU - Academia (eg 


Wellcome-IMI) come together w Pharma -Biotech 


| think it’s important to try to have everyone come together for ACTIV and ensure that ACTIV has productive links to EU 


etc 


Best 
b6 


Sent from my iPhone 


On Apr 18, 2020, at 13:56, Collins, Francis (NIH/OD) [E] b6 wrote: 


Hi b6 , 


COLL0000021969 


! understand that you are pulling together a Hever discussion on COVID-19 therapeutic and vaccine 
efforts. That sounds like a great idea, as there are a lot of meritorious activities underway and some 
confusion about how they overlap or synergize. If there would be any use for me to join part of a Hever 
call to say something about the plans for the ACTIV public-partnership, I’d be glad to do so. On the 
other hand, you are already pretty well briefed about this, so this may not be necessary. This coming 
Wednesday April 22 at 10 AM, there will be a virtual meeting of the senior leadership (including you) 
that initiated ACTIV on April 3, where a summary of progress will be reported. 


Francis 


COLL0000021969 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/18/2020 8:31:25 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: [EXTERNAL] Hever and COVID 

Flag: Follow up 

P.S. I’m not sure he would like me telling you this, by the way. But | thought you would want to know. b6 

From: Collins, Francis (NIH/OD) [E] < be 

Sent: Saturday, April 18, 2020 4:26 PM 

To: Freire, Maria (FNIH) [T] < b6 


Subject: RE: [EXTERNAL] Hever and COVID 
Oh wow, | didn’t know about b6 —l|am truly sorry to hear this. 


| would think that the slides being prepared for the April 22 check in with the “Friday group” ought to be a 
pretty good set for what | would need for Hever. We have a prep call about that at 11:30 am on Monday, let’s 
see what that looks like. 


FY! and not for broader distribution, the diagnostics issues have become red hot. One consequence is that 
Rick Bright, the head of BARDA, now reports 50% to me. You can’t make this stuff up. 


Francis 


From: Freire, Maria (FNIH) [T] b6 
Sent: Saturday, April 18, 2020 3:07 PM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: Re: [EXTERNAL] Hever and COVID 


Francis will you need slides for the Hever presentation? Please let me know. 


b6 He is about 96 and in a nursing home in CT. So! am trying to lighten his load as much 
as possible, deflecting and reassigning as needed. 


If we can get a head start on these and work with someone on your side to get them to you, it would be great. M. 
From: "Collins, Francis (NIH/OD) [E]" b6 

Date: Saturday, April 18, 2020 at 1:26:09 PM 

To: b6 b6 


Subject: RE: [EXTERNAL] Hever and COVID 


Great, thanks! 


From: b6 b6 
Sent: Saturday, April 18, 2020 2:15 PM 


COLL0000021970 


To: Collins, Francis (NIH/OD) [E] < b6 
Subject: Re: [EXTERNAL] Hever and COVID 


Francis 


The draft agenda has you to present ACTIV at HEVER call , invitations will come shortly for a HEVER call. 


| will introduce the need for a Covid group where federal agencies of NIH-FDA-EMEA-BARDA -EU - Academia (eg 
Wellcome-IM!) come together w Pharma -Biotech 


| think it’s important to try to have everyone come together for ACTIV and ensure that ACTIV has productive links to EU 


etc 


Sent from my iPhone 


On Apr 18, 2020, at 13:56, Collins, Francis (NIH/OD) (E] b6 > wrote: 


Hi b6 


| understand that you are pulling together a Hever discussion on COVID-19 therapeutic and vaccine 
efforts. That sounds like a great idea, as there are a lot of meritorious activities underway and some 
confusion about how they overlap or synergize. If there would be any use for me to join part of a Hever 
call to say something about the plans for the ACTIV public-partnership, I'd be glad to doso. On the 
other hand, you are already pretty well briefed about this, so this may not be necessary. This coming 
Wednesday April 22 at 10 AM, there will be a virtual meeting of the senior leadership (including you) 
that initiated ACTIV on April 3, where a summary of progress will be reported. 


Francis 


COLL0000021970 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 4/18/2020 8:42:12 PM. 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Subject: RE: ACTIV Daily Update 20200417 (final.potx 


Sorry, | missed this last night in all the flurry of emails | was answering. Yes, my understanding is that the survey will ask 
about site readiness and interest in terms of running a master protocol. It will include questions about whether sites are 
currently executing COVID-19 trials (or any other trials for that matter) so we can get a read on their capacity and ability 
to work with us. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Friday, April 17, 2020 5:42 PM 

To: Wholley, David (FNIH) [T] < v6 

Subject: RE: ACTIV Daily Update 20200417 (final.pptx 


Hi David, 
Can you clarify something for me? | thought the Clinical Trials Capacity group was not only charged with 


developing an inventory of trial capacity, they were also supposed to be finding out how that capacity is 
currently being used. Am | wrong about that? 


FC 

From: Wholley, David (FNIH) [T] b6 

Sent: Friday, April 17,2020 7:53 AM 

To: Collins, Francis (NIH/OD) [E] b6 >; Tabak, Lawrence (NIH/OD) [E] < v6 

Austin, Christopher (NIH/NCATS) [E] b6 >; Lane, Cliff (NIH/NIAID) [E] < b6 Freire, 
Maria (FNIH) [T] b6 >; Parker, Ashley (NIH/OD) [E] b6 > 


Subject: ACTIV Daily Update 20200417 (final.pptx 


Please see powerpoint summary of ACTIV status for this morning’s war room call. David 


COLL0000021971 


From: David Odde [ b6 


Sent: 4/18/2020 10:15:28 PM 

To: Collins, Francis (NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410¢1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Ashley Haase | b6 Bo Connelly [ b6 James, Stephanie (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1-jamesst] 
Subject: ACTIV + computational modeling of COVID-19 
Attachments: umn_covid-19_biophys_modeling_04 18 2020.pdf 


Flag: Follow up 


Dear Dr. Collins, 

I am the PI on an NCI US54 Physical Sciences in Oncology Center focused on development of a biophysics- 
based "cell migration simulator." A major goal of our work is to develop biophysical models that are predictive 
of therapeutic outcomes, ideally on a patient-by-patient basis, including those in clinical trials. 


I was very interested in the NIH press release yesterday regarding the ACTIV public-private partnership to 
speed COVID-19 vaccine and treatment options. For the last month I have been working with leading UMN 
virologists and infectious disease experts, e.g. NAM member Ashley Haase (cc'd), to develop a biophysics- 
based COVID-19 simulator. We have now completed initial model development and are in the process of 
preparing our first manuscript. Our SARS-CoV-2 simulator (see attached) enables us to predict the likely 
efficacy of current COVID-19 treatments in clinical trials, including remdesivir (high likelihood) and 
hydroxychloroquine (low likelihood). Applied more broadly, our simulator can potentially be applied to 
objectively set criteria and rank potential candidates. 


Therefore, I believe our COVID-19 modeling team can help: 
2. Prioritize and accelerate clinical evaluation of therapeutic candidates with near-term potential by: 


« Establishing a steering committee with relevant expertise and objectivity to set criteria for and rank 
potential candidates submitted by industry partners for first wave and subsequent evaluation 


I would appreciate being connected to this effort, and am willing to help lead a biophysical computational 
modeling effort that connects to the broader modeling community. 


Dave 


ce: Bo Connelly, PSOC and IEM SRI manager 


David J. Odde, Ph.D. (he/his) 

Medtronic Professor for Engineering in Medicine 

Director, UMN Physical Sciences in Oncology Center (PS-OC) 
Associate Director, Strategic Research Initiatives, 

UMN Institute for Engineering in Medicine (IEM) 

Department of Biomedical Engineering 

University of Minnesota 

7-132 Hasselmo Hall 

312 Church Street S.E. 

Minneapolis, MN 55455 USA 


COLL0000021973 


Zoom: https://umn-private.zoom.us; b6 


Phone: b6 
Fax: b6 

Lab: b6 
Email: b6 


http://oddelab.umn.edu/ 
http://bme.umn.edu/ 
http://psoc.umn.edu/ 
http://iem.umn.edu/ 


COLL0000021973 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 4/19/2020 12:12:31 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Ls Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: ACTIV + computational modeling of COVID-19 

Flag: Follow up 


Sure Francis, here’s my two cents. 


| would tell him that ACTIVE established a whole ago such a committee actively working, it has 35 + experts from NIH, 
FDA, industry, academia, Gates, BARDA, CDC and others onit. We are also focused very pragmatically on how to do this 
fast and sufficiently well that we make the best possible shots on goal. Meanwhile, we deeply appreciate his offer of 
help and when we are perhaps a little further along in our deliberations we will be happy to consider his offer of 

help. (Alternatively or perhaps in addition you can put him in touch with someone at NIH who is versed in these kinds of 
quant approaches—NIGMS?). | am copying the maestro of handling these kind of replies, namely Maria, in case she 
thinks we should word this differently. 


PS, besides a war room you may want to establish a War Office (under Ashley?) to deal with this tsunami of offers so you 
don’t have to. That’s my five cents | guess! 


David 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Saturday, April 18, 2020 6:58 PM 

To: Wholley, David (FNIH) [T] < b6 

Subject: FW: ACTIV + computational modeling of COVID-19 


Not quite sure what to do with this... 


From: David Odde < b6 

Sent: Saturday, April 18, 2020 6:15 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Ashley Haase < b6 Bo Connelly < b6 James, Stephanie (FNIH) [T] 
< b6 


Subject: ACTIV + computational modeling of COVID-19 


Dear Dr. Collins, 

lam the Pl on an NCI U54 Physical Sciences in Oncology Center focused on development of a biophysics-based "cell 
migration simulator." A major goal of our work is to develop biophysical models that are predictive of therapeutic 
outcomes, ideally on a patient-by-patient basis, including those in clinical trials. 


| was very interested in the NIH press release yesterday regarding the ACTIV public-private partnership to speed COVID- 
19 vaccine and treatment options. For the last month | have been working with leading UMN virologists and infectious 
disease experts, e.g. NAM member Ashley Haase (cc'd), to develop a biophysics-based COVID-19 simulator. We have 
now completed initial model development and are in the process of preparing our first manuscript. Our SARS-CoV-2 
simulator (see attached) enables us to predict the likely efficacy of current COVID-19 treatments in clinical trials, 
including remdesivir (high likelihood) and hydroxychloroquine (low likelihood). Applied more broadly, our simulator can 
potentially be applied to objectively set criteria and rank potential candidates. 


COLL0000021978 


Therefore, | believe our COVID-19 modeling team can help: 


2. Prioritize and accelerate clinical evaluation of therapeutic candidates with near-term potential by: 


«Establishing a steering committee with relevant expertise and objectivity to set criteria for and rank 
potential candidates submitted by industry partners for first wave and subsequent evaluation 


| would appreciate being connected to this effort, and am willing to help lead a biophysical computational modeling 


effort that connects to the broader modeling community. 
Dave 


cc: Bo Connelly, PSOC and IEM SRI manager 


David J. Odde, Ph.D. (he/his) 

Medtronic Professor for Engineering in Medicine 

Director, UMN Physical Sciences in Oncology Center (PS-OC) 
Associate Director, Strategic Research Initiatives, 

UMN Institute for Engineering in Medicine (EM) 
Department of Biomedical Engineering 

University of Minnesota 

7-132 Hasselmo Hall 

312 Church Street S.E. 

Minneapolis, MN 55455 USA 


Zoom: https://umn-private.z0om.us/j b6 
Phone: b6 

Fax: b6 

Lab: b6 

Email: b6 


http://oddelab.umn.edu/ 
http://bme.umn.edu/ 


http://psoc.umn.edu, 
http://iem.umn.edu, 
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From: Michael Dugan [ b6 

Sent: 4/19/2020 2:10:41 AM 

To: Marianne Hamilton Lopez, Ph.D. [marianne.hamilton. b6 Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Myles, Renate (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Patricia Green 


patricia. b6 Elizabeth Murphy [ b6 Karley Whelan 
[ka b6 Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Dr Mark McClellan, M.D. 
[ b6 

Subject: Re: Duke-Margolis Therapeutics Webinar: Invitation to Present 

Flag: Follow up 


Pasted below is Dr. Collins' panelist invite for the TEST WEBINAR on Sunday, to check Zoom AV. 
There was a separate panelist invite sent(from Patricia Green) for the Duke-Margolis Therapeutics Webinar on Monday. 
Thank you! 


Mike 


Mike Dugan 
Multimedia Engineer 
New Media Mill LLC 
Washington, DC 

b6 

b6 


Hi Francis Collins, 
You are invited to a Zoom webinar. 


Date Time: Apr 19, 2020 01:00 PM Eastern Time (US and Canada) 
Topic: TEST WEBINAR 4 


Join from a PC, Mac, iPad, iPhone or Android device: 
Please click this URL to join. https: 


XVBIRKU: scRzeYteg.D 
jote: This link should not be shared wil 


/duke.zoom.us/w/979170297 21 ?tk=-uyJTKEXIEC 
Wz .ZFOmhaRWVNMINHTOVSYVIVWi1MNFBBAA 
others; it is unique to you. 


Or iPhone one-tap: 


US: +16468769923,,97917029721# or +13126266799,,97917029721# 


COLL0000021982 


Or Telephone: 


Dial(for higher quality, dial a number based on your current location): 


US: b6 or b6 or bé or 
b6 or + b6 
Webinar ID: b6 


Participant ID: b6 
International numbers available: httos://duke.zoorm.us, v6 


Or an H.323/SIP room system: 


b6 

S West) 
S East) 
china) 
dia Mumbai) 
dia Hyderabad) 
:MEA) 
Australia) 
ong Kong) 
3razil) 
anada) 
(Japan) 

Webinar ID; b6 


SIP: b6 


On 4/18/20 12:54 PM, Marianne Hamilton Lopez, Ph.D. wrote: 


Dr. Collins, 


We are so glad that you are able to join the webinar on Monday. 


ort 


b6 


or 


In preparation, | wanted to introduce you to Mike Dugan, with New Media Mill, who will contact your 
office directly to schedule a Zoom session to test your audio and visual. | know your availability is very 


challenged during this difficult time and we appreciate your spending a brief amount of time for this test 


in preparation for event. 


See additional information below about the webinar. I’m available to answer any questions. Best, 


Marianne 


Logistics: 


© cl 


(our colleague at New Media) at r b6 


*  <!--[if !lsupportLists]--><!--[endif]-->Mike will open the svebiniar Monday at 11:30 am ET to panelists 
only in case you’d like to log-on early. Please be logged in by 12:20 pm ET. 


b6 


!supportLists]--><!--[endif]-->You will soon all receive your panelist webinar link and 
instructions from Patricia Green. If not, please contact Patty at 


or Mike 


COLL0000021982 


b6 


e  <!--[if !supportLists]--><!--[endif]-->Mike will be controlling who can be heard and seen. If you log 
into the webinar before we start, he can unmute you so you can talk with Mark and whoever else is 
online. At 12:20 pm ET he will mute everyone except Mark. Anyone who logs on after 12:20 will be 
muted and hidden. You will only be unmuted when Mark addresses you for your opening remarks 
and the group discussion at the end of your panel. 

*  <!--[if !supportLists]--><!--[endif]-->If any of your colleagues would like to join, please ask them to 
register. More details and registration information are available at: 
https://healthpolicy.duke.edu/events/duke-margolisalexandria-summit-webinar-developing- 
therapeutic-response-covid-19. They will receive their own personalized zoom link. 

e  <!--[if |supportLists]--><!--[endif]-->We currently have over 600 registrants and expect that number 
to increase over the weekend. 

e  <!--[if lsupportLists]--><!--[endif]-->Also, we have a hashtag for the event. Feel free to tweet at 
#COVIDtherapeutics 


Format: 
We will begin at 12:30 pm ET. 
e — <!--[if {supportLists]--><!--[endif]-->Mark will kick off the webinar with former FDA commissioner 
and current resident fellow at the American Enterprise Institute, Scott Gottlieb. 
¢ — <|--[if |supportLists]--><!--[endif]-->Mark will then turn to you for the fireside chat. 
e  <!--[if lsupportLists]--><! ‘We will then move to our panels. 
o <I--[if lsupportLists]--><!--[endif]-->Going in the order presented on the agenda, panelists 
will present their opening comments (no more than 5-7 minutes worth). 
o <!--[if !supportLists]--><!--[endif]-->Next, Mark will moderate a discussion with the panelists. 
= <!--[if !supportLists]--><!--[endif]-->We are not developing a list of pre-determined 
questions. However, please let me know if you have certain questions you want to 
make sure Mark brings up. 

*  <l--[if !lsupportLists]--><!--[endif]-->Also, while we'll be encouraging audience 
participation via twitter, due to the packed agenda, we are not going to address 
questions from the audience during the webinar itself. 

© <!-[if !supportlists]--><!--[endif]-->Finally, our partners from Alexandria Summit will close the 
program. 


This webcast is being recorded and will be available following this event. During the presentations, the 
audience will see only you during your individual remarks, However, during the moderated discussion, 
they will see you all ina gallery view. 


Marianne Hamilton Lopez, PhD, MPA 

Research Director 

Duke-Robert J. Margolis, MD, Center for Health Policy 

1201 Pennsylvania Avenue NW, Suite 500, Washington, DC 20004 


b6 | b6 

From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Saturday, April 18, 2020 11:52 AM 
To: Dr Mark McClellan, M.D. b6 
Ce: b6 { b6 Wood, Gretchen (NIH/OD) [E] 

b6 ; McManus, Ayanna (NIH/OD) [E] b6 Myles, Renate 
(NIH/OD) [E] b6 ; Marianne Hamilton Lopez, Ph.D. 
< b6 Patricia Green b6 Elizabeth Murphy 

b6 >; Karley Whelan b6 ; Freire, Maria (FNIH) [T] 
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< v6 
Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 


Hi Mark, 


I'm glad to do this, and appreciate your identifying a slot that can work with my ridiculous 
schedule. 


Best, Francis 


From: Dr Mark McClellan, M.D. b6 
Sent: Saturday, April 18, 2020 10:21 AM 
To: Collins, Francis (NIH/OD) [E] < b6 Qv> 
[att] b6 ; Wood, Gretchen (NIH/OD) [E] 
6 >; McManus, Ayanna (NIH/OD) [E] b6 ; Myles, Renate 
(NIH/OD) [E] < b6 ; Marianne Hamilton Lopez, Ph.D. 
b6 ; Patricia Green b6 ; Elizabeth Murphy 
b6 ; Karley Whelan b6 


Subject: FW: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Importance: High 


Dear Francis, 


| hope you are doing well in these extraordinary times. | really appreciate your leadership, along with 
NIH and all your collaborators, on accelerating the therapeutics that will get us out of the epidemic, 
including the steps reflected in your announcement yesterday. On behalf of the Duke-Margolis Center 
for Health Policy, | am writing to invite you to speak during an upcoming webinar on Monday April 20" 
from 12:30 pm — 2:30 pm ET . Over the course of the webinar, we will focus on the issues, strategies, 
and policies for accelerating the availability and impact of effective COVID-19 therapies. 


| specifically hope that you'll join me for a “fireside chat” from 12:45 pm — 1:00 pm ET to discuss the 
Accelerating COVID-19 Therapeutic Interventions and Vaccines partnership. We know such a 
discussion will be of great interest to our audience. 


The webinar, presented jointly by Duke-Margolis and the Alexandria Summit, will leverage 
multidisciplinary expertise and cross-sector experiences. I've attached a working agenda for your 
consideration, We will make it as easy as possible for you to participate remotely. Please do not hesitate 
to contact me or my colleague Marianne Hamilton Lopez ( v6 ) with any 
questions. 


| hope you can join us. 


-Mark 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 4/19/2020 12:36:10 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938eS0d2ff0b6c2-collinsf] 

Subject: RE: ACTIV + computational modeling of COVID-19 


Maestro — huh, I like that! 


First, | agree with David that you need a triage mechanism. Unless the person is someone you know or has a high level 
of gravitas, others can answer for you. 


For example, Stephanie James was copied in the note. | would ask her to respond and be done with it. As to what to 
say, David’s suggestion is excellent: we are earlier that the actual testing and we would like to be able to access you at 
the right time. |’ll ask her to do so, if that helps. 


For whatever it is worth, as a card-carrying biophysicist, | like these approaches very much. | have seen them work very 
well in predicting which drugs and targets are well suited. They will be the way we will weed out bad candidates and 
focus on good ones without going through a lot of 1990s-type SOP testing. The issue is if his technology is tried, tested 
and validated. NCI, who funds him, can probably answer that. 


It would be awesome to have an army of these clever bioengineers helping out. | keep grumbling and mumbling about 
using old-fashioned techniques and technologies and not being bold and driving innovation. The reality is that it may 
not be a good idea to do a test run on COVID-19 — or maybe this is exactly the time to do it. M. 


From: Wholley, David (FNIH) [T] < b6 
Sent: Saturday, April 18, 2020 8:13 PM 
To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Freire, Maria (FNIH) [T] < b6 


Subject: RE: ACTIV + computational modeling of COVID-19 
Sure Francis, here’s my two cents. 


| would tell him that ACTIVE established a whole ago such a committee actively working, it has 35 + experts from NIH, 
FDA, industry, academia, Gates, BARDA, CDC and others onit. We are also focused very pragmatically on how to do this 
fast and sufficiently well that we make the best possible shots on goal. Meanwhile, we deeply appreciate his offer of 
help and when we are perhaps a little further along in our deliberations we will be happy to consider his offer of 

help. (Alternatively or perhaps in addition you can put him in touch with someone at NIH who is versed in these kinds of 
quant approaches—NIGMS?). | am copying the maestro of handling these kind of replies, namely Maria, in case she 
thinks we should word this differently. 


PS, besides a war room you may want to establish a War Office (under Ashley?) to deal with this tsunami of offers so you 
don’t have to. That’s my five cents | guess! 


David 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Saturday, April 18, 2020 6:58 PM 
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To: Wholley, David (FNIH) [T] 6 
Subject: FW: ACTIV + computational modeling of COVID-19 


Not quite sure what to do with this.... 


From: David Odde b6 

Sent: Saturday, April 18, 2020 6:15 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Ashley Haase < b6 Bo Connelly < b6 James, Stephanie (FNIH) [T] 
< b6 


Subject: ACTIV + computational modeling of COVID-19 


Dear Dr. Collins, 

lam the Pl onan NCI US4 Physical Sciences in Oncology Center focused on development of a biophysics-based "cell 
migration simulator." A major goal of our work is to develop biophysical models that are predictive of therapeutic 
outcomes, ideally on a patient-by-patient basis, including those in clinical trials. 


| was very interested in the NIH press release yesterday regarding the ACTIV public-private partnership to speed COVID- 
19 vaccine and treatment options. For the last month I have been working with leading UMN virologists and infectious 
disease experts, e.g. NAM member Ashley Haase (cc'd), to develop a biophysics-based COVID-19 simulator. We have 
now completed initial model development and are in the process of preparing our first manuscript. Our SARS-CoV-2 
simulator (see attached) enables us to predict the likely efficacy of current COVID-19 treatments in clinical trials, 
including remdesivir (high likelihood) and hydroxychloroquine (low likelihood). Applied more broadly, our simulator can 
potentially be applied to objectively set criteria and rank potential candidates. 


Therefore, | believe our COVID-19 modeling team can help: 
2. Prioritize and accelerate clinical evaluation of therapeutic candidates with near-term potential by: 


» Establishing a steering committee with relevant expertise and objectivity to set criteria for and rank 
potential candidates submitted by industry partners for first wave and subsequent evaluation 


| would appreciate being connected to this effort, and am willing to help lead a biophysical computational modeling 
effort that connects to the broader modeling community. 


Dave 


ce: Bo Connelly, PSOC and IEM SRI manager 


David J. Odde, Ph.D. (he/his) 

Medtronic Professor for Engineering in Medicine 

Director, UMN Physical Sciences in Oncology Center (PS-OC) 
Associate Director, Strategic Research Initiatives, 

UMN Institute for Engineering in Medicine (EM) 
Department of Biomedical Engineering 

University of Minnesota 

7-132 Hasselmo Hall 

312 Church Street S.E. 

Minneapolis, MN 55455 USA 


Zoom: https://umn-private.zoom.us, dé 
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Phone: b6 


Fax: b6 
Lab: b6 
Email: b6 


http://oddelab.umn.edu, 


http://bme.umn.edu/ 


http://psoc.umn.eduy, 
http://iem.umn.edu, 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 


Sent: 4/17/2020 11:36:10 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wood, Gretchen (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus) 

Subject: Re: Alexandria Summit Duke Margolis Policy Forum Webinar on Apri! 20 INVITATION TO SPEAK 


Kevin Klock from my shop just said POTUS announce ACTIV. I missed that! M. 


From: "Collins, Francis (NIH/OD) [E]" < b6 
Date: Friday, April 17, 2020 at 6:28:20 PM 
To: "Freire, Maria (FNIH) [T]" b6 
Ce: "Myles, Renate SEED) [E]"< b6 >, "Wholley, David (FNIH) [T]" 
b6 >, "Meltzer, Abbey (FNIH) [T]" b6 "Wood, Gretchen (NIH/OD) [E]" 
< b6 >, "McManus, Ayanna (NIH/OD) [E]" < b6 


Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO 
SPEAK 


Great, thanks for your assistance in making this work! 


Francis 

From: Freire, Maria (FNIH) [T] < v6 

Sent: Friday, April 17, 2020 6:43 PM 

To: Collins, Francis (NIH/OD) [EF] < b6 

Ce: Myles, Renate (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Meltzer, Abbey 
(FNIH) [T] < b6 Wood, Gretchen (NIH/OD) [E] < b6 McManus, Ayanna (NIH/OD) [E] 
< b6 


Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 


OK! You got it: 12:45 — 1pm ET on Monday — no slides, just conversation (same for everyone). |’Il ask them to send you 
an invitation, copying Ayanna, Gretchen and Renate. Have a great weekend, Francis. What a week! M. 


From: Collins, Francis (NIH/OD) [E] < v6 

Sent: Friday, April 17,2020 5:49 PM 

To: Freire, Maria (FNIH) [T] b6 

Cc: Myles, Renate (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] b6 Meltzer, Abbey 

(FNIH) [7] b6 ; Wood, Gretchen (NIH/OD) [E] v6 McManus, Ayanna (NIH/OD) [E] 
b6 


Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 
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Aha, that would work better. If | could go first from 12:40 to 1 pm, that would be less catastrophic for my 
schedule. 


| might need David to help me put together a few slides. 


FC 


From: Freire, Maria (FNIH) [T] b6 

Sent: Friday, April 17, 2020 12:48 PM 

To: Collins, Francis (NIH/OD) [E] < 6 

Ce: Myles, Renate (NIH/OD) [E] < b6 >; Wholley, David (FNIH) [T] b6 Meltzer, Abbey 
(FNIH) (T] b6 > 

Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 


More info: if you are interested, they will give you a special solo slot. Not part of any panel. 


From: Freire, Maria (FNIH) [T] 
Sent: Friday, April 17, 2020 12:16 PM 


To: Collins, Francis (NIH/OD) [E] b6 
Cc: Myles, Renate (NIH/OD) [E] < b6é Wholley, David (FNIH) [T] b6 Meltzer, Abbey 
(FNIH) (T] < b6 


Subject: FW: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 
Importance: High 


Francis, 


| have just received this invitation to participate on the call that Mark McClellan and the Alexandria Summit are 
organizing. It is a very late invitation but, in fairness, they did not know what we were doing. 


Steve Paul strongly suggests that you consider joining the call during Panel 2 (please take a look at the participants) to 
talk about what this PPP can do that industry cannot do by themselves. We already know Yancopoulos’ position and we 
have Vir represented in ACTIV. 


The bottom line is that | agree with Steve that if someone is going to join, it should be someone from the NIH, not the 
FNIH. Thoughts? M. 


From: Lynne Zydowsky b6 

Sent: Friday, April 17, 2020 10:53 AM 

To: Freire, Maria (FNIH) [T] b6 

Cc: b6 ; Marianne Hamilton Lopez, Ph.D. b6 >; 
1 b6 b6 >; ‘Emily Sheridan’ b6 

Subject: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 
Importance: High 


Maria, 
As you know we are organizing the webinar for Monday, April 20 to focus on the critical issues with scaling 
therapeutic responses. **Below is the near final agenda. This has all come together very fast and we would love to 


have you participate on Session 2 as a panelist. | realize this is a late ask but if your willing to join us we will get back to 
you quickly with logistics. We are not having prep calls (except to test out the ZOOM platform) but allowing the 
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discussions to be more spontaneous. Mark (copied) will moderate the sessions and each panelist will have 5-7 minutes 
to make comments before we go to questions. We now have almost 400 people registered. Hope all is well! 


Best, 
Lynne, Mark & Joel 


Developing a Therapeutic Response to COVID-19 
Monday 4/20/20 at 12:30 - 2:30 pm ET 
A Webinar by the Duke Margolis Center for Health Policy and the Alexandria Summit 


Objective: To explore issues, strategies, and policies for achieving and scaling therapeutic responses to COVID-19. 


12:30pm Welcome and Overview: Envisioning a Path Forward 
* Mark McClellan, Duke-Margolis Center for Health Policy 
e Scott Gottlieb, American Enterprise Institute 


12:40 pm Session One: Accelerating COVID-19 Therapeutics 
Panelists will explore the status of promising therapeutics, challenges to development, and strategies and 
policies needed to achieve regulatory approval and scale. 
* George Scangos, Vir Biotechnology, Inc. 
* George D. Yancopoulos, Regeneron Pharmaceuticals 
e Chad Robins, Adaptive Biotechnologies 


1:10 pm Session Two: Better and Faster COVID-19 Clinical Trials 
Panelists will consider strategies for developing, accelerating, and conducting clinical trials for therapeutic 
treatments, with a focus on trial criteria, data collection, and outcome measures. 
e Luciana Borio, Q-Tel; former National Security Council, Medical and Biodefense Preparedness 
e Pamela Tenaerts, Clinical Trials Transformation Initiative 
e Robert Walker, Biomedical Advances Research and Development Authority, U.S. Department of Health 
and Human Services 


1:40 pm Session Three: Real World Evidence for Better Coverage and Access 
Panelists will focus on the potential role of real world evidence to understand the use of new therapeutics for 
COVID-19, especially those approved under accelerated pathways and with limited post-clinical trial data. 
e Amy Abernethy, Food and Drug Administration, U.S. Department of Health and Human Services 
e Jeff Allen, Friends of Cancer Research 
¢ Emily O’Brien, Duke University 
e Steve Miller, Express Scripts/Cigna 


2:25 pm Closing Remarks 
« Joel Marcus, Alexandria Summit; Alexandria Real Estate Equities, Inc./Alexandria Venture Investments 
«Lynne Zydowsky, Alexandria Summit; Alexandria Real Estate Equities, Inc./Alexandria Venture 
Investments 
* Mark McClellan, Duke-Margolis Center for Health Policy 


2:30 pm Adjourn 
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From: Dr Mark McClellan, M.D. [ b6 


Sent: 4/18/2020 6:30:44 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: b6 b6 Wood, Gretchen (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Myles, Renate (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1bS22-mylesr]; Marianne Hamilton Lopez, 
Ph.D. b6 Patricia Green [patricia. b6 Elizabeth Murphy 

[el b6 Karley Whelan [ b6 Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 


Subject: Re: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Flag: Follow up 
Francis 


My thanks too — really appreciate your doing this 


From: "Collins, Francis (NIH/OD) [E]" < b6 

Date: Saturday, April 18, 2020 at 11:52 AM 

To: Mark McClellan < b6 

cer] b6 < b6 "lynne@zydowskyconsultants.com" 

< b6 “Wood, Gretchen (NIH/OD) [E]" < b6 “McManus, 
Ayanna (NIH/OD) [E]" < b6 “Myles, Renate (NIH/OD) [E]"< b6 
“Marianne Hamilton Lopez, Ph.D." < b6 Patricia Green 

< b6 Elizabeth Murphy < b6 Karley Whelan 

< b6 "Freire, Maria (FNIH) [T]" < b6 


Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Hi Mark, 
I'm glad to do this, and appreciate your identifying a slot that can work with my ridiculous schedule. 


Best, Francis 


From: Dr Mark McClellan, M.D. < b6 

Sent: Saturday, April 18, 2020 10:21 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: b6 b6 Wood, Gretchen (NIH/OD) [E] < b6 
McManus, Ayanna (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 
Marianne Hamilton Lopez, Ph.D. < b6 Patricia Green < b6 
Elizabeth Murphy < b6 Karley Whelan < b6 


Subject: FW: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Importance: High 


Dear Francis, 
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| hope you are doing well in these extraordinary times. | really appreciate your leadership, along with NIH and all your 
collaborators, on accelerating the therapeutics that will get us out of the epidemic, including the steps reflected in your 
announcement yesterday. On behalf of the Duke-Margolis Center for Health Policy, |!am writing to invite you to speak 
during an upcoming webinar on Monday April 20" from 12:30 pm — 2:30 pm ET . Over the course of the webinar, we will 
focus on the issues, strategies, and policies for accelerating the availability and impact of effective COVID-19 therapies. 


| specifically hope that you'll join me for a “fireside chat” from 12:45 pm — 1:00 pm ET to discuss the Accelerating 
COVID-19 Therapeutic Interventions and Vaccines partnership. We know such a discussion will be of great interest to 
our audience. 


The webinar, presented jointly by Duke-Margolis and the Alexandria Summit, will leverage multidisciplinary expertise 
and cross-sector experiences. I’ve attached a working agenda for your consideration. We will make it as easy as possible 
for you to participate remotely. Please do not hesitate to contact me or my colleague Marianne Hamilton Lopez 

b6 with any questions. 


| hope you can join us. 


-Mark 
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From: Michael Dugan [ b6 

Sent: 4/18/2020 6:24:07 PM 

To: Marianne Hamilton Lopez, Ph.D. [ b6 Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Myles, Renate (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Patricia Green 
[ b6 Elizabeth Murphy [ b6 Karley Whelan 
[ b6 Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Dr Mark McClellan, M.D. 
[ b6 

Subject: Re: Duke-Margolis Therapeutics Webinar: Invitation to Present 


Hi Dr. Collins - 


My name is Mike Dugan and I'm helping out with the webinar on Monday. I'm sure you have a busy schedule but it 
would be great to test your audio and video setup for Zoom. | am available to run a quick test tomorrow(Sunday) 
between 1pm - 2pm ET. | promise it won't take long. 


Below is a short checklist for the panelists to help get the best out of the Zoom set up; 


- Wired internet, not WiFi (if possible) 

- Headphones with mic attached (i.e. earbuds) 

- Avoid window or light source in background (so we can see your face) 

- If using a laptop, please put it on a stand or some books to meet your eye-line 


| look forward to working with you, please let me know if you have any technical questions. 


Thank you! 
Mike 


Mike Dugan 
Multimedia Engineer 
New Media Mill LLC 
Washington, DC 
b6 ex109 
b6 cell 


On 4/18/20 12:54 PM, Marianne Hamilton Lopez, Ph.D. wrote: 


Dr. Collins, 
We are so glad that you are able to join the webinar on Monday. 


In preparation, | wanted to introduce you to Mike Dugan, with New Media Mill, who will contact your 
office directly to schedule a Zoom session to test your audio and visual. | know your availability is very 
challenged during this difficult time and we appreciate your spending a brief amount of time for this test 
in preparation for event. 
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See additional information below about the webinar. I’m available to answer any questions. Best, 
Marianne 


Logistics: 

e  <!--[if !supportLists]--><!-[endif]->You will soon all receive your panelist webinar link and 
instructions from Patricia Green. If not, please contact Patty at b6 or Mike 
(our colleague at New Media) at v6 


*  <!--[if !supportLists]--><!--[endif]-->Mike will open the webinar Monday at 11:30 am ET to panelists 
only in case you’d like to log-on early. Please be logged in by 12:20 pm ET. 

e  <!--[if |supportLists]--><!--[endif]-->Mike will be controlling who can be heard and seen. If you log 
into the webinar before we start, he can unmute you so you can talk with Mark and whoever else is 
online. At 12:20 pm ET he will mute everyone except Mark. Anyone who logs on after 12:20 will be 
muted and hidden. You will only be unmuted when Mark addresses you for your opening remarks 
and the group discussion at the end of your panel. 


*  <!--{if !supportLists]--><!--{endif]-->If any of your colleagues would like to join, please ask them to 
register. More details and registration information are available at: 


e  <!--if |supportLists]--><!--[endif]-->We currently have over 600 registrants and expect that number 
to increase over the weekend. 

e  <!--[if !supportLists]--><!--[endif]-->Also, we have a hashtag for the event. Feel free to tweet at 
#COVIDtherapeutics 


Format: 
We will begin at 12:30 pm ET. 
°  <!--[if lsupportLists]--><!--[endif]-->Mark will kick off the webinar with former FDA commissioner 
and current resident fellow at the American Enterprise Institute, Scott Gottlieb. 
e  <!--[if !supportLists]--><!--[endif]-->Mark will then turn to you for the fireside chat. 
e  <!--[if lsupportLists]--><!--[endif]-->We will then move to our panels. 
o <t--[if lsupportLists]--><!--[endif]-->Going in the order presented on the agenda, panelists 
will present their opening comments (no more than 5-7 minutes worth). 
o <!--[if !supportLists]--><!--[endif]-->Next, Mark will moderate a discussion with the panelists. 
= <!--[if !supportLists]--><!--[endif]-->We are not developing a list of pre-determined 
questions. However, please let me know if you have certain questions you want to 
make sure Mark brings up. 

«  <1--[if !supportLists]--><!--[endif]-->Also, while we'll be encouraging audience 
participation via twitter, due to the packed agenda, we are not going to address 
questions from the audience during the webinar itself. 

e  <!--[if !supportLists]--><!--[endif]-->Finally, our partners from Alexandria Summit will close the 
program. 


This webcast is being recorded and will be available following this event. During the presentations, the 
audience will see only you during your individual remarks. However, during the moderated discussion, 
they will see you all in a gallery view. 


Marianne Hamilton Lopez, PhD, MPA 

Research Director 

Duke-Robert J. Margolis, MD, Center for Health Policy 

1201 Pennsylvania Avenue NW, Suite 500, Washington, DC 20004 
b6 | b6 
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From: Collins, Francis (NIH/OD) [E] b6 
Sent: Saturday, April 18, 2020 11:52 AM 


To: Dr Mark McClellan, M.D. b6 
Cc; b6 b6 ; Wood, Gretchen (NIH/OD) [E] 
b6 McManus, Ayanna (NIH/OD) [E] b6 >; Myles, Renate 
(NIH/OD) [E] < b6 ; Marianne Hamilton Lopez, Ph.D. 
dé ; Patricia Green <patricia.s. b6 Elizabeth Murphy 
bé ; Karley Whelan < b6 ; Freire, Maria (FNIH) [T] 
$ b6 


Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Hi Mark, 


I'm glad to do this, and appreciate your identifying a slot that can work with my ridiculous 
schedule. 


Best, Francis 


From: Dr Mark McClellan, M.D. b6 
Sent: Saturday, April 18, 2020 10:21 AM 
To: Collins, Francis (NIH/OD) [E] b6 
Ce: b6 Wood, Gretchen (NIH/OD) [E] 
v6 >; McManus, Ayanna (NIH/OD) [E] b6 Myles, Renate 
(NIH/OD) [E] b6 Marianne Hamilton Lopez, Ph.D. 
b6 >; Patricia Green b6 >; Elizabeth Murphy 
v6 >; Karley Whelan b6 


Subject: FW: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Importance: High 


Dear Francis, 


| hope you are doing well in these extraordinary times. | really appreciate your leadership, along with 
NIH and all your collaborators, on accelerating the therapeutics that will get us out of the epidemic, 
including the steps reflected in your announcement yesterday. On behalf of the Duke-Margolis Center 
for Health Policy, | am writing to invite you to speak during an upcoming webinar on Monday April 20" 
from 12:30 pm — 2:30 pm ET . Over the course of the webinar, we will focus on the issues, strategies, 
and policies for accelerating the availability and impact of effective COVID-19 therapies. 


| specifically hope that you'll join me for a “fireside chat” from 12:45 pm — 1:00 pm ET to discuss the 
Accelerating COVID-19 Therapeutic Interventions and Vaccines partnership. We know such a 
discussion will be of great interest to our audience. 


The webinar, presented jointly by Duke-Margolis and the Alexandria Summit, will leverage 
multidisciplinary expertise and cross-sector experiences. I've attached a working agenda for your 
consideration. We will make it as easy as possible for you to participate remotely. Please do not hesitate 
to contact me or my colleague Marianne Hamilton Lopez v6 with any 
questions. 

| hope you can join us. 


-Mark 
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Mike Dugan 
Multimedia Engineer 
New Media Mill LLC 
Washington, DC 

b6 b6 


b6 


COLLO000021995 


From: Marianne Hamilton Lopez, Ph.D. [ b6 
Sent: 4/18/2020 4:54:40 PM. 


To: 


Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 


cc: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e 1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Myles, Renate (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Patricia Green 
[ b6 Elizabeth Murphy [ b6 Karley Whelan 
[ b6 Freire, Maria (FNIH) (T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Michael Dugan 
[ b6 Or Mark McClellan, M.D. [ b6 

Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 

Flag: Follow up 

Dr. Collins, 

We are so glad that you are able to join the webinar on Monday. 


In pi 


reparation, | wanted to introduce you to Mike Dugan, with New Media Mill, who will contact your office directly to 


schedule a Zoom session to test your audio and visual. | know your availability is very challenged during this difficult time 


and 


See 


we appreciate your spending a brief amount of time for this test in preparation for event. 


additional information below about the webinar. I’m available to answer any questions. Best, Marianne 


Logistics: 


You will soon all receive your panelist webinar link and instructions from Patricia Green. If not, please contact Patty 
at b6 or Mike (our colleague at New Media) at b6 

Mike will open the webinar Monday at 11:30 am ET to panelists only in case you'd like to log-on cath: Please be 
logged in by 12:20 pm ET. 

Mike will be controlling who can be heard and seen, If you log into the webinar before we start, he can unmute you 
so you can talk with Mark and whoever else is online. At 12:20 pm ET he will mute everyone except Mark. Anyone 
who logs on after 12:20 will be muted and hidden. You will only be unmuted when Mark addresses you for your 
opening remarks and the group discussion at the end of your panel. 

If any of your colleagues would like to join, please ask them to register. More details and registration information 
are available at: https://healthpolicy.duke.edu/events/duke-margolisalexandria-summit-webinar-developing- 
therapeutic-response-covid-19. They will receive their own personalized zoom link. 

We currently have over 600 registrants and expect that number to increase over the weekend. 

Also, we have a hashtag for the event. Feel free to tweet at #COVIDtherapeutics 


Format: 


We 


will begin at 12:30 pm ET. 
Mark will kick off the webinar with former FDA commissioner and current resident fellow at the American Enterprise 
Institute, Scott Gottlieb. 
Mark will then turn to you for the fireside chat. 
We will then move to our panels. 

co Going in the order presented on the agenda, panelists will present their opening comments (no more than 

5-7 minutes worth). 
o Next, Mark will moderate a discussion with the panelists. 
"Weare not developing a list of pre-determined questions. However, please let me know if you have 
certain questions you want to make sure Mark brings up. 
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"Also, while we'll be encouraging audience participation via twitter, due to the packed agenda, we 
are not going to address questions from the audience during the webinar itself. 
© Finally, our partners from Alexandria Summit will close the program. 


This webcast is being recorded and will be available following this event. During the presentations, the audience will see 
only you during your individual remarks. However, during the moderated discussion, they will see you all ina gallery 
view. 


Marianne Hamilton Lopez, PhD, MPA 

Research Director 

Duke-Robert J. Margolis, MD, Center for Health Policy 

1201 Pennsylvania Avenue NW, Suite 500, Washington, DC 20004 


b6 | b6 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Saturday, April 18, 2020 11:52 AM 
To; Dr Mark McClellan, M.D. < b6 
Cet b6 b6 Wood, Gretchen (NIH/OD) [E] < b6 
McManus, Ayanna (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 
Marianne Hamilton Lopez, Ph.D. < b6 Patricia Green <patricia. b6 
Elizabeth Murphy < b6 Karley Whelan < b6 Freire, Maria (FNIH) [T] 
< b6 


Subject: RE: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Hi Mark, 
I'm glad to do this, and appreciate your identifying a slot that can work with my ridiculous schedule. 


Best, Francis 


From: Dr Mark McClellan, M.D. b6 > 

Sent: Saturday, April 18, 2020 10:21 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: b6 Wood, Gretchen (NIH/OD) [E] b6 

McManus, Ayanna (NIH/OD) [£] < b6 Myles, Renate (NIH/OD) [E] b6 4 
Marianne Hamilton Lopez, Ph.D. b6 >; Patricia Green b6 

Elizabeth Murphy b6 Karley Whelan b6 


Subject: FW: Duke-Margolis Therapeutics Webinar: Invitation to Present 
Importance: High 


Dear Francis, 


| hope you are doing well in these extraordinary times. | really appreciate your leadership, along with NIH and all your 
collaborators, on accelerating the therapeutics that will get us out of the epidemic, including the steps reflected in your 
announcement yesterday. On behalf of the Duke-Margolis Center for Health Policy, | am writing to invite you to speak 
during an upcoming webinar on Monday April 20" from 12:30 pm — 2:30 pm ET . Over the course of the webinar, we will 
focus on the issues, strategies, and policies for accelerating the availability and impact of effective COVID-19 therapies. 


| specifically hope that you'll join me for a “fireside chat” from 12:45 pm — 1:00 pm ET to discuss the Accelerating 


COVID-19 Therapeutic Interventions and Vaccines partnership. We know such a discussion will be of great interest to 
our audience. 
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The webinar, presented jointly by Duke-Margolis and the Alexandria Summit, will leverage multidisciplinary expertise 
and cross-sector experiences. I’ve attached a working agenda for your consideration. We will make it as easy as possible 
for you to participate remotely. Please do not hesitate to contact me or my colleague Marianne Hamilton Lopez 

b6 ) with any questions. 
| hope you can join us, 


-Mark 


COLLO0000021997 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 4/20/2020 11:16:11 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: ACTIV response partnership leadership team meeting #2 

Flag: Follow up 


| think we allow this, yes? 


From: vb < v6 

Sent: Monday, April 20, 2020 6:33 AM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Pandya, Hitesh < b6 

Subject: ACTIV response partnership leadership team meeting #2 
Dear David 


| am really sorry but Sir Mene Pangalos is unable to attend the ACTIV Response meeting on the 22" April at 3pm UK 
time. Mene would like Hitesh Pandya (copied in) to deputise for him at this meeting instead. 


Please can you remove Mene from the meeting request and instead invite Hitesh? 
Thank you. 


Regards 


b6 


Please consider the environment before printing this e-mail 


AstraZeneca UK Limited is a company incorporated in England and Wales with registered number-03674842 and its registered office at 1 Francis Crick 
Avenue, Cambridge Biomedical Campus, Cambridge, CB2 OAA. 


This e-mail and its attachments are intended for the above named recipient only and may contain confidential and privileged information. If they have 
come to you in error, you must not copy or show them to anyone; instead, please reply to this e-mail, highlighting the error to the sender and then 
immediately delete the message. For information about how AstraZeneca UK Limited and its affiliates may process information, personal data and 
monitor communications, please see our privacy notice at wwy.astraze! 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/20/2020 11:20:07 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 


Ge: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5Sd1e0e1a8f76c1f-woodgs] 
Subject: ACTIV Daily Update 20200420 final.pptx 


Attachments: ACTIV Daily Update 20200420 final.pptx 


For this morning’s meeting (Monday 4/20) at 8:30 
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From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC) 

Sent: 4/20/2020 10:27:41 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 

Subject: Important 


Flag: Follow up 
Good morning Francis and Larry, 


It was been 4 remarkable weeks in which the NIH and the FNIH have done amazing work to address COVID- 
19. Needless to say, all of us at the FNIH are very proud and pleased with the catalytic role we are 

playing. Creating and managing large, complex, transformative partnerships is what we do better than most - if 
anyone - and we would very much like to continue to do so for COVID. 


While we have not spoken about the financial situation in which this places the FNIH fora few weeks, it is 
uppermost on my mind. Quite simply, this is not sustainable. 


We are trying very hard to attract resources for ACTIV and will continue to do so but this takes time, which we 


do not have. COVID-19, like every other charity, has hit us very hard; we are already looking at a negative 
balance sheet. The deployment of resources to ACTIV only compounds this problem. 


T would like to discuss this further but perhaps our daily call is not the best place to bring this up. 


All the best, Maria 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 4/20/2020 10:51:44 AM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


Subject: Re: Important 

Flag: Follow up 

Maria, 

Agree that this warrants a separate call. 

Larry 

From: "Freire, Maria (FNIH) [T]" < b6 

Date: Monday, April 20, 2020 at 6:27 AM 

To: Francis Collins < b6 "Tabak, Lawrence (NIH/OD) [E]" < b6 


Subject: Important 

Good morning Francis and Larry, 

It was been 4 remarkable weeks in which the NIH and the FNIH have done amazing work to address COVID-19. Needless 
to say, all of us at the FNIH are very proud and pleased with the catalytic role we are playing. Creating and managing 
large, complex, transformative partnerships is what we do better than most - if anyone - and we would very much like to 


continue to do so for COVID. 


While we have not spoken about the financial situation in which this places the FNIH for a few weeks, it is uppermost on 
my mind. Quite simply, this is not sustainable. 


We are trying very hard to attract resources for ACTIV and will continue to do so but this takes time, which we do not 
have. COVID-19, like every other charity, has hit us very hard; we are already looking at a negative balance 
sheet. The deployment of resources to ACTIV only compounds this problem. 


| would like to discuss this further but perhaps our daily call is not the best place to bring this up. 


All the best, Maria 


COLL0000022018 


From: Parker, Ashley (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=306B2244466140F AASSAAAAFEOGEBD70-PARKERAS] 


Sent: 4/20/2020 2:04:10 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: ACTIV + computational modeling of COVID-19 

Flag: Follow up 

Hi Francis, 


Happy to help — did you want to discuss tonight or should we find 5-10 mins on your calendar tomorrow? 


Thanks, 
Ashley 


On Apr 19, 2020, at 1:07 PM, Collins, Francis (NIH/OD) [E] < b6 wrote: 
Hi Ashley, 


I'd like to ask you to take on the triage role for these requests, |’m getting underwater. Maybe 
we can discuss? 


Francis 

From: James, Stephanie (FNIH) [T] < b6 

Sent: Sunday, April 19, 2020 10:15 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Freire, Maria (FNIH) [T] < b6 


Subject: Re: ACTIV + computational modeling of COVID-19 


Yes, | will respond to this. I'd suggest we may want to develop a standard response to such unsolicited 
offers, which thanks people for their interest and (for those with scientific merit) leaves the door open 
for follow up as the working groups further develop their agendas. Having sucha standard answer 
would be a big help if we start getting a load of these inquiries. 


Best regards, 


Stephanie 

From: "Collins, Francis (NIH/OD) [E]" < b6 

Date: Sunday, April 19, 2020 at 7:44:52 AM 

To: “James, Stephanie (FNIH) [T]" < b6 

Ce: "Wholley, David (FNIH) [T]" < b6 “Freire, Maria (FNIH) [T]"< v6 


Subject: FW: ACTIV + computational modeling of COVID-19 
Hi Stephanie, 


Can you respond on my behalf to this outreach? 


COLL0000022020 


Francis 


From: David Odde < b6 

Sent: Saturday, April 18, 2020 6:15 PM 

To: Collins, Francis (NIH/OD) [E] < bé 

Ce: Ashley Haase < b6 Bo Connelly b6 James, Stephanie (FNIH) 
l< b6 


Subject: ACTIV + computational modeling of COVID-19 


Dear Dr. Collins, 

|am the Pl onan NCI U54 Physical Sciences in Oncology Center focused on development of a biophysics- 
based "cell migration simulator." A major goal of our work is to develop biophysical models that are 
predictive of therapeutic outcomes, ideally on a patient-by-patient basis, including those in clinical trials. 


| was very interested in the NIH press release yesterday regarding the ACTIV public-private partnership 
to speed COVID-19 vaccine and treatment options. For the last month | have been working with leading 
UMN virologists and infectious disease experts, e.g. NAM member Ashley Haase (cc'd), to develop a 
biophysics-based COVID-19 simulator. We have now completed initial model development and are in 
the process of preparing our first manuscript. Our SARS-CoV-2 simulator (see attached) enables us to 
predict the likely efficacy of current COVID-19 treatments in clinical trials, including remdesivir (high 
likelihood) and hydroxychloroquine (low likelihood). Applied more broadly, our simulator can 
potentially be applied to objectively set criteria and rank potential candidates. 


Therefore, | believe our COVID-19 modeling team can help: 


2. Prioritize and accelerate clinical evaluation of therapeutic candidates with near-term 
potential by: 
«Establishing a steering committee with relevant expertise and objectivity to set 
criteria for and rank potential candidates submitted by industry partners for first 
wave and subsequent evaluation 


| would appreciate being connected to this effort, and am willing to help lead a biophysical 
computational modeling effort that connects to the broader modeling community. 


Dave 


cc: Bo Connelly, PSOC and IEM SRI manager 


David J. Odde, Ph.D. (he/his) 

Medtronic Professor for Engineering in Medicine 

Director, UMN Physical Sciences in Oncology Center (PS-OC) 
Associate Director, Strategic Research Initiatives, 

UMN Institute for Engineering in Medicine (IEM) 
Department of Biomedical Engineering 

University of Minnesota 

7-132 Hasselmo Hall 

312 Church Street S.E. 

Minneapolis, MN 55455 USA 


Zoom: https://umn-private.zoom.us, bé6 
Phone: b6 


COLL0000022020 


Fax: b6 

Lab: b6 

Email: b6 
http://oddelab.umn.edu, 


http://bme.umn.edu/ 


http://psoc.umn.edu, 
http://iem.umn.edu/ 
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From: David Odde [ b6 


Sent: 4/20/2020 1:11:14 AM 

To: James, Stephanie (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f0032ef62ca343dfb4bf79577e2aa8d1 -jamesst] 

fo J Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Ashley Haase 
f b6 Bo Connelly [ b6 

Subject: Re: ACTIV + computational modeling of COVID-19 

Flag: Follow up 


Thank you Stephanie, | appreciate you connecting us to the ACTIV leadership team. 
Dave 
On Sun, Apr 19, 2020 at 10:04 AM James, Stephanie (FNIH) [T] < b6 wrote: 


Dear Dr. Odde, 


Thanks very much for your interest in ACTIV and your offer to make your COVID-19 simulator and your 
expertise available to the program. As you will understand, ACTIV is a work in progress and currently is 
heavily engaged in developing work plans within the four focus areas mentioned in the press release. Your 
offer has been forwarded to the leadership of the relevant working groups for consideration as they seek to 
identify their short and longer term priorities. You may receive further follow up from one or more of these 
groups if they determine that this modeling effort fits into their agenda. 


In the meantime, we remain grateful for the important work you and your colleagues are pursuing on this 
urgent problem. 


Best regards, 


Stephanie 


Stephanie James, PhD FASTMH 
Senior Vice President, Science 


Foundation for the National Institutes of Health 


11400 Rockville Pike Suite 600, North Bethesda, MD 20852 
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In 2018, the FNIH earned another 4-star rating from Charity Navigator and was recognized as an 
organization that exceeds industry standards, 


From: David Odde < b6 

Sent: Saturday, April 18, 2020 6:15 PM 

To: Collins, Francis (NIH/OD) [E] b6 > 

Ce: Ashley Haase < b6 Bo Connelly b6 ; James, Stephanie (FNIH) [T] 
<sj v6 


Subject: ACTIV + computational modeling of COVID-19 


Dear Dr. Collins, 


Tam the PI on an NCI US4 Physical Sciences in Oncology Center focused on development of a biophysics- 
based "cell migration simulator." A major goal of our work is to develop biophysical models that are 
predictive of therapeutic outcomes, ideally on a patient-by-patient basis, including those in clinical trials. 


I was very interested in the NIH press release yesterday regarding the ACTIV public-private partnership to 
speed COVID-19 vaccine and treatment options. For the last month I have been working with leading UMN 
virologists and infectious discase experts, c.g. NAM member Ashley Haasc (cc'd), to develop a biophysics- 
based COVID-19 simulator. We have now completed initial model development and are in the process of 
preparing our first manuscript. Our SARS-CoV-2 simulator (see attached) enables us to predict the likely 
efficacy of current COVID-19 treatments in clinical trials, including remdesivir (high likelihood) and 
hydroxychloroquine (low likelihood), Applied more broadly, our simulator can potentially be applied to 
objectively set criteria and rank potential candidates. 


Therefore, I believe our COVID-19 modeling team can help: 


2. Prioritize and accelerate clinical evaluation of therapeutic candidates with near-term 
potential by: 


« Establishing a steering committee with relevant expertise and objectivity to set criteria 
for and rank potential candidates submitted by industry partners for first wave and 
subsequent evaluation 


I would appreciate being connected to this effort, and am willing to help lead a biophysical computational 
modeling effort that connects to the broader modeling community. 
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Dave 


ce: Bo Connelly, PSOC and IEM SRI manager 


David J. Odde, Ph.D. (he/his) 

Medtronic Professor for Engineering in Medicine 

Director, UMN Physical Sciences in Oncology Center (PS-OC) 
Associate Director, Strategic Research Initiatives, 

UMN Institute for Engineering in Medicine (IEM) 

Department of Biomedical Engineering 

University of Minnesota 

7-132 Hasselmo Hall 


312 Church Street S.E. 
Minneapolis, MN 55455 USA 


Zoom: https://umn-private.zoom.us b6 


Phone: b6 
Fax: b6 

Lab: b6 
Email: b6 


http://oddelab.umn.edu/ 
http://bme.umn.edu/ 


http://psoc.umn.edu/ 


David J. Odde, Ph.D. (he/his) 

Medtronic Professor for Engineering in Medicine 

Director, UMN Physical Sciences in Oncology Center (PS-OC) 
Associate Director, Strategic Research Initiatives, 
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UMN Institute for Engineering in Medicine (IEM) 
Department of Biomedical Engineering 
University of Minnesota 

7-132 Hasselmo Hall 

312 Church Street S.E. 

Minneapolis, MN 55455 USA 


Zoom: https://umn-private.zoom. b6 
Phone: b6 


Fax: b6 

Lab: b6 

Email: b6 
http://oddelab.umn.edu/ 
http://bme.umn.edu/ 
http://psoc.umn.edu/ 
http://iem.umn.edu/ 
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From: James, Stephanie (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0032EF62CA343DFB4BF79577E2AA8D1-JAMESST] 


Sent: 4/19/2020 3:04:46 PM. 

To: David Odde [ v6 Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative 
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf) 

ce Ashley Haase [ b6 Bo Connelly [ v6 

Subject: RE: ACTIV + computational modeling of COVID-19 


Dear Dr. Odde, 


Thanks very much for your interest in ACTIV and your offer to make your COVID-19 simulator and your expertise 
available to the program. As you will understand, ACTIV is a work in progress and currently is heavily engaged in 
developing work plans within the four focus areas mentioned in the press release. Your offer has been forwarded to the 
leadership of the relevant working groups for consideration as they seek to identify their short and longer term 
priorities. You may receive further follow up from one or more of these groups if they determine that this modeling 
effort fits into their agenda. 


In the meantime, we remain grateful for the important work you and your colleagues are pursuing on this urgent 
problem. 


Best regards, 
Stephanie 


Stephanie James, PhD FASTMH 

Senior Vice President, Science 

Foundation for the National Institutes of Health 
b6 


11400 Rockville Pike Suite 600, North Bethesda, MD 20852 


In 2018, the FNIH earned another 4-star rating from Charity 
exceeds industry standards. 


favigator and was recognized as an organization that 


From: David Odde < b6 

Sent: Saturday, April 18, 2020 6:15 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Ashley Haase < b6 Bo Connelly < b6 James, Stephanie (FNIH) [T] 
< b6 


Subject: ACTIV + computational modeling of COViD-19 


Dear Dr. Collins, 

| am the Pl onan NCI U54 Physical Sciences in Oncology Center focused on development of a biophysics-based "cell 
migration simulator." A major goal of our work is to develop biophysical models that are predictive of therapeutic 
outcomes, ideally on a patient-by-patient basis, including those in clinical trials. 


| was very interested in the NIH press release yesterday regarding the ACTIV public-private partnership to speed COVID- 
19 vaccine and treatment options. For the last month | have been working with leading UMN virologists and infectious 
disease experts, e.g. NAM member Ashley Haase (cc'd), to develop a biophysics-based COVID-19 simulator. We have 
now completed initial model development and are in the process of preparing our first manuscript. Our SARS-CoV-2 
simulator (see attached) enables us to predict the likely efficacy of current COVID-19 treatments in clinical trials, 
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including remdesivir (high likelihood) and hydroxychloroquine (low likelihood). Applied more broadly, our simulator can 


potentially be applied to objectively set criteria and rank potential candidates. 


Therefore, | believe our COVID-19 modeling team can help: 


2. Prioritize and accelerate clinical evaluation of therapeutic candidates with near-term potential by: 


« Establishing a steering committee with relevant expertise and objectivity to set criteria for and rank 
potential candidates submitted by industry partners for first wave and subsequent evaluation 


| would appreciate being connected to this effort, and am willing to help lead a biophysical computational modeling 


effort that connects to the broader modeling community. 
Dave 


cc: Bo Connelly, PSOC and IEM SRI manager 


David J. Odde, Ph.D. (he/his) 

Medtronic Professor for Engineering in Medicine 

Director, UMN Physical Sciences in Oncology Center (PS-OC) 
Associate Director, Strategic Research Initiatives, 

UMN Institute for Engineering in Medicine (/EM) 
Department of Biomedical Engineering 

University of Minnesota 

7-132 Hasselmo Hall 

312 Church Street S.E. 

Minneapolis, MN 55455 USA 


Zoom: https://umn-private.zoom.us b6 
Phone: b6 

Fax: b6 

Lab: be 

Email: b6 


http://oddelab.umn.edu/ 
http://bme.umn.edu/ 
http://psoc.umn.edu, 
http://iem.umn.edu, 
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From: James, Stephanie (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0032EF62CA343DFB4BF79577E2AA8D1-JAMESST] 


Sent: 4/19/2020 2:14:30 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cet Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: Re: ACTIV + computational modeling of COVID-19 


Yes, I will respond to this. I’d suggest we may want to develop a standard response to such unsolicited offers, 
which thanks people for their interest and (for those with scientific merit) leaves the door open for follow up as 
the working groups further develop their agendas. Having such a standard answer would be a big help if we 
start getting a load of these inquiries. 


Best regards, 


Stephanie 

From: "Collins, Francis (NIH/OD) [E]" b6 

Date: Sunday, April 19, 2020 at 7:44:52 AM 

To: "James, Stephanie (FNIH) [T]" < b6 

Ce: "Wholley, David (FNTH) [T]" b6 >, "Freire, Maria (FNIH) [T]" b6 


Subject: FW: ACTIV + computational modeling of COVID-19 
Hi Stephanie, 


Can you respond on my behalf to this outreach? 


Francis 

From: David Odde < b6 

Sent: Saturday, April 18, 2020 6:15 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Ashley Haase < b6 Bo Connelly < b6 James, Stephanie (FNIH) [T] 
< b6 


Subject: ACTIV + computational modeling of COVID-19 


Dear Dr. Collins, 

lam the Pl on an NCI U54 Physical Sciences in Oncology Center focused on development of a biophysics-based "cell 
migration simulator." A major goal of our work is to develop biophysical models that are predictive of therapeutic 
outcomes, ideally on a patient-by-patient basis, including those in clinical trials. 


| was very interested in the NIH press release yesterday regarding the ACTIV public-private partnership to speed COVID- 
19 vaccine and treatment options. For the last month | have been working with leading UMN virologists and infectious 
disease experts, e.g. NAM member Ashley Haase (cc'd), to develop a biophysics-based COVID-19 simulator. We have 
now completed initial model development and are in the process of preparing our first manuscript. Our SARS-CoV-2 
simulator (see attached) enables us to predict the likely efficacy of current COVID-19 treatments in clinical trials, 
including remdesivir (high likelihood) and hydroxychloroquine (low likelihood). Applied more broadly, our simulator can 
potentially be applied to objectively set criteria and rank potential candidates. 
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Therefore, | believe our COVID-19 modeling team can help: 


2. Prioritize and accelerate clinical evaluation of therapeutic candidates with near-term potential by: 
» Establishing a steering committee with relevant expertise and objectivity to set criteria for and rank 
potential candidates submitted by industry partners for first wave and subsequent evaluation 


| would appreciate being connected to this effort, and am willing to help lead a biophysical computational modeling 


effort that connects to the broader modeling community. 
Dave 


cc: Bo Connelly, PSOC and IEM SRI manager 


David J. Odde, Ph.D. (he/his) 

Medtronic Professor for Engineering in Medicine 

Director, UMN Physical Sciences in Oncology Center (PS-OC) 
Associate Director, Strategic Research Initiatives, 

UMN Institute for Engineering in Medicine (EM) 
Department of Biomedical Engineering 

University of Minnesota 

7-132 Hasselmo Hall 

312 Church Street S.E. 

Minneapolis, MN 55455 USA 


Zoom: https://umn-private.zoom.us/ b6 
Phone: b6 


Fax: b6 
Lab: b6 
Email: b6 


http://oddelab.umn.edu/ 
http://bme.umn.edu/ 


http://psoc.umn.edu, 
http://iem.umn.edu, 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 

Sent: 4/19/2020 5:58:34 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Subject: RE: ACTIV Public Private Partnership 
Hi Francis, 
| will share this with my co-chair. () (5) 


) 6) 


(6) (3) That is our current understanding in our group. Please let us know if we should be considering differently. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cancer 
h Partnerships 
b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Sunday, April 19, 2020 1:03 PM 

To: Adam, Stacey (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 
Subject: FW: ACTIV Public Private Partnership 


Can this proposal be fed into the appropriate working group? 


From: Hochman, Judith < bé6 

Sent: Sunday, April 19, 2020 9:52 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Lane, Cliff (NIH/NIAID) [E] b6 >; Berger, Jeffrey (Medicine-Cardio Division) 
< b6 


Subject: ACTIV Public Private Partnership 


Dear Dr. Collins, 
lam the Senior Associate Dean for Clinical Sciences at NYU Grossman School of Medicine/NYU Langone Health (NYULH) 
and have been overseeing COVID 19 clinical research, including the development of investigator initiated clinical trials 
(RCT’s) at our hospitals in NYC and on Long Island. )@) 

o)@ 
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0) 4 


Thank-you for your consideration of this request. 
Judith S. Hochman, MD 


*NYULH is engaged in a broad array of NIH networks, including: 

« NYULH is the statistical and data coordinating center (SDCC) for the NINDS EPIC NET and is responding to an RFA 
to collect data across this network on neurologic complications of COVID 19. 

e Weare in the NIH ACTT network, and just completed enrollment of our allotted number of participants to test 
the effectiveness of Remdesivir in patients hospitalized due to Covid-19 

* The NYULH Vaccine Center was recently designated as New York City’s first Vaccine Evaluation and Treatment 
Unit (VTEU). 

« Weare leading the US portion of the multisite trial testing the anti-inflammatory gout medication colchicine to 
prevent the excess inflammatory response in ambulatory COVID-19 patients 

« NYULH is the home of the NIDA Clinical Trials Network: Greater New York Node and the Early Phase Pain 
Investigation Clinical Network for Greater New York 

* The NYULH leads the SDCC and Clinical Coordinating Center for the NEI Zoster Eye Disease Study (ZEDS), an 
international, multicenter RCT with approximately 60 sites in the US studying whether prolonged treatment 
with a low dose antiviral improves outcomes in patients with Herpes Zoster Ophthalmicus 

e NYULH participates in the ECHO consortium, with the NYULH Pediatric Obesity, Metabolism, and Kidney Cohort 
and the Early Life Stress and the Environmental Origins of Disease Longitudinal Study of Children in Rural 
Poverty 

e@ NYULH Langone leads the Primary Palliative Care for Emergency Medicine (PRIM-ER), being implemented in 35 
EDs nationally 

* NYULH leads the Multi-Ethnic Translational Research Optimization (METRO) Lupus Consortium 

e NYULH is one of four linked centers leading iOPEN, 4:4 Investigation of opioid exposure and neurodevelopment 

e NYULH leads a network of approximately 100 sites in the US in the NHLBI funded ISCHEMIA network 

* The NYULH Center for the Study of Asian American Health serves as a national information and dissemination 
resource in the translation of evidence-based research focused on reducing Asian American health disparities 


Judith S. Hochman, MD 

Harold Snyder Family Professor & Associate Director of Cardiology 
Senior Associate Dean for Clinical Sciences 

Co-Director, NYU-HHC Clinical and Translational Science Institute 
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NYU School of Medicine 


NYU Langone Health 
530 First Avenue, Skirball 9R 
New York, NY 10016 


Tt b6 
M: b6 
b6 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/23/2020 7:55:23 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Adam, Stacey (ENIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: RE: ACTIV Public Private Partnership 


Flag: Follow up 


Stacey, let’s discuss, | have an update on this. Thanks, David 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, April 23, 2020 3:09 PM 

To: Adam, Stacey (FNIH) [T] < b6 

Cc: Wholley, David (FNIH) [T] < b6 
Subject: FW: ACTIV Public Private Partnership 


Hi Stacey, 
The observations about a hypercoagulable state with COVID-19 were extensively highlighted in the paper 


today — looks like growing recognition of a serious complication. | wanted to be sure that anticoagulation had 
made it into the list of potential clinical therapeutics for the WG. Can you be sure they are considering this? 


Francis 

From: Lane, Cliff (NIH/NIAID) [E] b6 
Sent: Thursday, April 23, 2020 2:15 PM 

To: Collins, Francis (NIH/OD) [E] < b6 


Subject: FW: ACTIV Public Private Partnership 


Email from Sunday. 


From: "Hochman, Judith" b6 

Date: Sunday, April 19, 2020 at 9:52 AM 

To: "Collins, Francis (NIH/OD) [E]" b6 

Ce: "Lane, Cliff (NIH/NIAID) [E]" b6 "Berger, Jeffrey (Medicine-Cardio Division)" 
b6 


Subject: ACTIV Public Private Partnership 


Dear Dr. Collins, 
lam the Senior Associate Dean for Clinical Sciences at NYU Grossman School of Medicine/NYU Langone Health (NYULH) 
and have been overseeing COVID 19 clinical research, including the development of investigator initiated clinical trials 
(RCT’s) at our hospitals in NYC and on Long Island. (b) 4) 

() 4) 
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Thank-you for your consideration of this request. 
Judith S. Hochman, MD 


*NYULH is engaged in a broad array of NIH networks, including: 

« NYULH is the statistical and data coordinating center (SDCC) for the NINDS EPIC NET and is responding to an RFA. 
to collect data across this network on neurologic complications of COVID 19. 

e Weare in the NIH ACTT network, and just completed enrollment of our allotted number of participants to test 
the effectiveness of Remdesivir in patients hospitalized due to Covid-19 

* The NYULH Vaccine Center was recently designated as New York City’s first Vaccine Evaluation and Treatment 
Unit (VTEU). 

e Weare leading the US portion of the multisite trial testing the anti-inflammatory gout medication colchicine to 
prevent the excess inflammatory response in ambulatory COVID-19 patients 

« NYULH is the home of the NIDA Clinical Trials Network: Greater New York Node and the Early Phase Pain 
Investigation Clinical Network for Greater New York 

* The NYULH leads the SDCC and Clinical Coordinating Center for the NEI Zoster Eye Disease Study (ZEDS), an 
international, multicenter RCT with approximately 60 sites in the US studying whether prolonged treatment 
with a low dose antiviral improves outcomes in patients with Herpes Zoster Ophthalmicus 

e NYULH participates in the ECHO consortium, with the NYULH Pediatric Obesity, Metabolism, and Kidney Cohort 
and the Early Life Stress and the Environmental Origins of Disease Longitudinal Study of Children in Rural 
Poverty 

e NYULH Langone leads the Primary Palliative Care for Emergency Medicine (PRIM-ER), being implemented in 35 
EDs nationally 

* NYULH leads the Multi-Ethnic Translational Research Optimization (METRO) Lupus Consortium 

e NYULH is one of four linked centers leading iOPEN, 4:4 Investigation of opioid exposure and neurodevelopment 

e@ NYULH leads a network of approximately 100 sites in the US in the NHLBI funded ISCHEMIA network 

*® The NYULH Center for the Study of Asian American Health serves as a national information and dissemination 
resource in the translation of evidence-based research focused on reducing Asian American health disparities 


Judith S. Hochman, MD 

Harold Snyder Family Professor & Associate Director of Cardiology 
Senior Associate Dean for Clinical Sciences 

Co-Director, NYU-HHC Clinical and Translational Science Institute 
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NYU School of Medicine 


NYU Langone Health 
530 First Avenue, Skirball 9R 
New York, NY 10016 


Tt b6 
M: b6 
b6 
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From: Adam, Stacey (FINIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 4/23/2020 7:56:58 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Ld Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: ACTIV Public Private Partnership 

Hi Francis, 


Our group has been monitoring the emerging data for the therapies and were aware of the anticoagulation 
movement. The co-chairs have seen this recommendation and we were just discussing today how we will discuss with 
our Agent Prioritization team if we can start with these types of compounds. We will put the NYU proposal in among 
the other agents in this category. We hope to have an answer for you by the end of next week. 


Thanks, 
Stacey 


rch Partnerships 
b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] < be 
Sent: Thursday, April 23, 2020 3:09 PM 

To: Adam, Stacey (FNIH) [T] < b6 

Cc: Wholley, David (FNIH) [T] < v6 
Subject: FW: ACTIV Public Private Partnership 


Hi Stacey, 
The observations about a hypercoagulable state with COVID-19 were extensively highlighted in the paper 


today — looks like growing recognition of a serious complication. | wanted to be sure that anticoagulation had 
made it into the list of potential clinical therapeutics for the WG. Can you be sure they are considering this? 


Francis 

From: Lane, Cliff (NIH/NIAID) [E] bé 
Sent: Thursday, April 23, 2020 2:15 PM 

To: Collins, Francis (NIH/OD) [E] 6 


Subject: FW: ACTIV Public Private Partnership 


Email from Sunday. 


From: "Hochman, Judith" b6 

Date: Sunday, April 19, 2020 at 9:52 AM 

To: "Collins, Francis (NIH/OD) [E]" < b6 

Ce: “Lane, Cliff (NIH/NIAID) [E]" < b6 "Berger, Jeffrey (Medicine-Cardio Division)" 
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b6 
Subject: ACTIV Public Private Partnership 


Dear Dr. Collins, 
lam the Senior Associate Dean for Clinical Sciences at NYU Grossman School of Medicine/NYU Langone Health (NYULH) 
and have been overseeing COVID 19 clinical research, including the development of investigator initiated clinical trials 
(RCT’s) at our hospitals in NYC and on Long Island. (b) (4) 

o)@) 


Thank-you for your consideration of this request. 
Judith S. Hochman, MD 


*NYULH is engaged in a broad array of NIH networks, including: 

e NYULH is the statistical and data coordinating center (SDCC) for the NINDS EPIC NET and is responding to an RFA 
to collect data across this network on neurologic complications of COVID 19. 

© Weare in the NIH ACTT network, and just completed enrollment of our allotted number of participants to test 
the effectiveness of Remdesivir in patients hospitalized due to Covid-19 

«© The NYULH Vaccine Center was recently designated as New York City's first Vaccine Evaluation and Treatment 
Unit (VTEU). 

«© Weare leading the US portion of the multisite trial testing the anti-inflammatory gout medication colchicine to 
prevent the excess inflammatory response in ambulatory COVID-19 patients 

e NYULH is the home of the NIDA Clinical Trials Network: Greater New York Node and the Early Phase Pain 
Investigation Clinical Network for Greater New York 

«® The NYULH leads the SDCC and Clinical Coordinating Center for the NEI Zoster Eye Disease Study (ZEDS), an 
international, multicenter RCT with approximately 60 sites in the US studying whether prolonged treatment 
with a low dose antiviral improves outcomes in patients with Herpes Zoster Ophthalmicus 

« NYULH participates in the ECHO consortium, with the NYULH Pediatric Obesity, Metabolism, and Kidney Cohort 
and the Early Life Stress and the Environmental Origins of Disease Longitudinal Study of Children in Rural 
Poverty 
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e NYULH Langone leads the Primary Palliative Care for Emergency Medicine (PRIM-ER), being implemented in 35 
EDs nationally 

e NYULH leads the Multi-Ethnic Translational Research Optimization (METRO) Lupus Consortium 

 NYULH is one of four linked centers leading iOPEN, 4:4 Investigation of opioid exposure and neurodevelopment 

e NYULH leads a network of approximately 100 sites in the US in the NHLBI funded ISCHEMIA network 

« The NYULH Center for the Study of Asian American Health serves as a national information and dissemination 
resource in the translation of evidence-based research focused on reducing Asian American health disparities 


Judith S. Hochman, MD 

Harold Snyder Family Professor & Associate Director of Cardiology 
Senior Associate Dean for Clinical Sciences 

Co-Director, NYU-HHC Clinical and Translational Science Institute 
NYU School of Medicine 


NYU Langone Health 
530 First Avenue, Skirball 9R 
New York, NY 10016 


Ts b6 


M: b6 
b6 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 4/23/2020 7:13:18 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: Hever and COVID-19 Research Connectivity 

Flag: Follow up 


It is parallel effort but how do they resource it? 


From: Francis Collins < b6 

Date: Thursday, April 23, 2020 at 3:02 PM 

To: "Freire, Maria (FNIH) [T]" < b6 “Wholley, David (FNIH) [T]" < b6 “Austin, 
Christopher (NIH/NCATS) [E]" < b6 "Lane, Cliff (NIH/NIAID) [E]"< b6 

"Tabak, Lawrence (NIH/OD) [E]" < b6 "Parker, Ashley (NIH/OD) [E]" 

< b6 


Subject: FW: Hever and COVID-19 Research Connectivity 


FYI 

From: Jill Payne < b6 

Sent: Thursday, April 23, 2020 1:55 PM 
To: Hever < b6 


Subject: Hever and COVID-19 Research Connectivity 

A brief update regarding our HEVER call on Friday. 

Mikael Dolsten (Pfizer) will kick us off, followed by brief overviews on the COVID-19 R&D consortium by Andy Plump 
(Takeda), The ACTIV NIH/FNIH initiative by Francis Collins and FDA update on COVID-19 Diagnostic and Serology Testing, 
CTAP and Focus for vaccines by Stephen Hahn. 


This will be followed by a discussion on opportunities to align COVID-19 public-private partnerships for greater impact 
and benefit to patients. 


The pre-reads are attached — each presenter will present 4-5 slides each to allow for plenty of discussion afterward. If 
you are unable to attend the call and have some points you wish to raise, please send them to me and | will forward 
them to the Chair. | also attach a list of attendees. 

The meeting will be run as a WebEx Video conference but we will also provide presentation slides and dial in numbers 
ahead of time for those who may have limited bandwidth or technical challenges so they can access the meeting by 
phone. 

The details are: 


Meeting number (access code): b6 


Meeting password: b6 
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Friday, April 24, 2020 
7:30 am | Easiern Daylight Time (New York, GMT-04:00} | 4 hr 


Join by phone 


Tap to call in from @ mobile device (attendees only} 
b6 


Calbin toll-free nur 


Caitin toll 


Global call-in numbers | Toll-free calling 


Join from a video system or application 
Dial b6 @pfizerevents webex.com 


You can also dial b6 and enter your meeting number. 


Join using Microsoft Lync or Microsoft Skype for Business 
Dial b6 


Thank you and best regards on behalf of Mikael Dolsten and Trevor Jones, 


Morten Sogaard & Jill Payne 


Kind regards 


Jill Payne 

On behalf of Hever 
Email: b6 
Cell: b6 


This email and the information it contains, is for the sole use of the address(s) only and may contain privileged or confidential 


information. Unauthorised use, disclosure, copying or transferring by any means is strictly prohibited. if you are not the addressee and are in 
possession of this e-mail, please delete it from your system(s) and notify us immediately. Under the Data Protection Act (1998) we draw your 


COLL0000022059 


attention to the fact that distributing, publishing or reproducing e-mails that have been inadvertently received is strictly prohibited. The sender 
stakes no responsibility for any errors and error omissions. Copyright 2020 Europharm Management Education Ltd — All Rights Reserved 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/22/2020 1:11:36 PM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e596778304f78 1f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeOGebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 


cc: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: For your attention 

Flag: Follow up 


This is the note Francis asked me to distribute this morning. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, April 21, 2020 7:28 PM 

To: Fauci, Anthony (NIH/NIAID) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) 
N< b6 


Subject: FW: For your attention 
Hi all, 


See note below from Victor Dzau about a global effort on COVID-19. | can’t tell if this is more than a fund- 
raising effort. | know we have Gates reps on our ACTIV working groups — has any of this plan come up, David? 


Francis 


From: Dzau, Victor J. < b6 

Sent: Tuesday, April 21, 2020 4:10 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Kanarek, Morgan < b6 

Subject: For your attention 


Dear Francis, 

Congratulations on your launch of Public Private Partnership to speed COVID 19 vaccine and treatment options. This is 
very timely and much needed. Kudos to your leadership. 

lam sure you are aware of a global coordinating effort to accelerate vaccines, diagnostics and therapeutics. | have been 
part of the conversation and planning along with Jeremy Farrar, Richard Hatchett, Seth Berkley, Chris Elias, Paul Stoffels 
etc. Recently WHO, Gates Foundation and European Commission have been leading the planning. This has advanced 
rapidly and is in the final stages in development that will be soon announced. It has involved European Commission, 
Germany, Japan, UK, Norway, France, Saudi as well as Gates Foundation, WHO, World Bank, Wellcome Trust, GAVI, 
Global Fund, CEPI, GPMB and private sector industry. The initiative will begin with a Pledge conference for $8B as a 
starting point. This will be led by President von der Leyen and is co-chaired by the above country leaders. This will 
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occur on May 4. In addition by the end of this week or early next week there will be an announcement on the global 
coordinating structure with will involve Gates, WHO etc. 

| am writing to be sure that you and the White House are aware of these upcoming events. Can you share this 
information with the White House? Besides you, who else should | share this information with? | will be happy to send 
you background documents if you wish. 

Please call me anytime. 

Best, 

Victor 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/22/2020 2:39:16 PM. 

To: Mowatt, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cb1ef7e2e54b4164ae348145740da638-mmowatt] 

ce: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


Subject: ACTIV CT agreement assistance 
Flag: Follow up 
Hi Mike, 


| hope this finds you healthy and well. | am reaching out to you at the request of the ACTIV NIH leadership. 

This morning, in Francis’ daily ACTIV call, Cliff Lane identified the urgent need to have a very simple expedited 
agreement for clinical trials supported by the NIH for COVID-19. He noted that you would be the point person for NIAID 
given your experience. 

The goal for the NIH/ACTIV is to tap the clinical trial networks from other ICs, to the extent possible, and make these 
sites available for COVID-19 work. This means that the NIH needs to have a uniform, simple but effective agreement(s) 
in place very quickly. Cliff and Francis were hoping you could work with your colleagues at the other ICs to get this done 
ASAP. Please let us know if you would be able to help with this. 


Thanks for your help any assistance you can give ACTIV on this critical matter —it is much appreciated. 


All the best, Maria 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 4/22/2020 3:50:33 PM 


To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 
cc: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Schwetz, Tara (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24bS035-schwetzta]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc] 


Subject: Question raised this morning about prioritizing compounds for ACTIV 
Flag: Follow up 
Larry: 


The process is that the Tx-Clinical prioritization team will look at the publicly validated databases they have been 
aggregating along with what can be gleaned from the Trans-NIH Pre-clinical data beginning this Friday. You should 
report to the team on anything you have collected to date in the NIH system from individual emails etc. this Friday, and 
then update it with any new entries you receive on each Friday going forward. Stacey Adam at FNIH is the 

contact. Thanks 


David Wholley 

nior Vice-President, Research Partnerships 

‘oundation for the National Institutes of Health 
b6 

fnih.org 

11400 Rockville P 


ite 600 North Bethesda, MD 20852 


tn 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Tabak, Lawrence (NIH/OD) (E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 4/22/2020 4:10:54 PM. 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd] 

cc: Parker, Ashley (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Schwetz, Tara (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24bS035-schwetzta]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc] 

Subject: Re: Question raised this morning about prioritizing compounds for ACTIV 


Flag: Follow up 


Apart from what Ashley has collected we have not gone on yet to collect anything. We need to determine if what we are 
doing is duplicative of the BARDA portal. Tara has crafted a plan for NIH but we need to hit the go button once we 
navigate potential overlap etc. 


Larry 
From: "Wholley, David (FNIH) [T]" < b6 
Date: Wednesday, April 22, 2020 at 11:50 AM 
To; "Tabak, Lawrence (NIH/OD) [E]" < b6 
Cc: "Parker, Ashley (NIH/OD) [E]" < b6 "Schwetz, Tara (NIH/OD) [E]" 
< b6 Francis Collins < b6 “Lane, Cliff (NIH/NIAID) [E]" 
b6 "Freire, Maria (FNIH) [T]" < b6 “Anderson, James (NIH/OD) [E]" 
b6 “Austin, Christopher (NIH/NCATS) [E]" < b6 


Subject: Question raised this morning about prioritizing compounds for ACTIV 


Larry: 

The process is that the Tx-Clinical prioritization team will look at the publicly validated databases they have been 
aggregating along with what can be gleaned from the Trans-NIH Pre-clinical data beginning this Friday. You should 
report to the team on anything you have collected to date in the NIH system from individual emails etc. this Friday, and 
then update it with any new entries you receive on each Friday going forward. Stacey Adam at FNIH is the 

contact. Thanks 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

faib.or 


11400 Rockville Pike Suite 600 North Be: 


da, MD 20852 


Int 2019, the FNUH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 4/22/2020 4:30:26 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: Question raised this morning about prioritizing compounds for ACTIV 

Flag: Follow up 


| will join you on Disbrow and Johnson 


From: Francis Collins < b6 

Date: Wednesday, April 22, 2020 at 12:28 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 

Subject: RE: Question raised this morning about prioritizing compounds for ACTIV 


Are you available to join my 1:30 pm call with Disbrow and Johnson? Or is that 4 corners time? 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Wednesday, April 22, 2020 12:11 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Parker, Ashley (NIH/OD) [E] < b6 Schwetz, Tara (NIH/OD) [E] < b6 Collins, 
Francis (NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] 
< b6 Anderson, James (NIH/OD) [E] < be Austin, Christopher (NIH/NCATS) [E] 
< b6 

Subject: Re: Question raised this morning about prioritizing compounds for ACTIV 


Apart from what Ashley has collected we have not gone on yet to collect anything. We need to determine if what we are 
doing is duplicative of the BARDA portal. Tara has crafted a plan for NIH but we need to hit the go button once we 
navigate potential overlap etc. 


Larry 
From: "Wholley, David (FNIH) [T]" b6 
Date: Wednesday, April 22, 2020 at 11:50 AM 
To: “Tabak, Lawrence (NIH/OD) [E]" b6 > 
Ce; "Parker, Ashley (NIH/OD) [E]" < b6 , "Schwetz, Tara (NIH/OD) [E]" 
b6 Francis Collins < b6 “Lane, Cliff (NIH/NIAID) [E]" 
b6 “Freire, Maria (FNIH) [T]"< b6 "Anderson, James (NIH/OD) [E]" 
b6 “Austin, Christopher (NIH/NCATS) [E]" b6 


Subject: Question raised this morning about prioritizing compounds for ACTIV 


Larry: 

The process is that the Tx-Clinical prioritization team will look at the publicly validated databases they have been 
aggregating along with what can be gleaned from the Trans-NIH Pre-clinical data beginning this Friday. You should 
report to the team on anything you have collected to date in the NIH system from individual emails etc. this Friday, and 
then update it with any new entries you receive on each Friday going forward. Stacey Adam at FNIH is the 

contact. Thanks 


David Wholley 


Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
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inih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


dn 2019, the PNYH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Mowatt, Michael (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CB1EF7E2E54B4164AE34814574BDA638-MMOWATT] 


Sent: 4/22/2020 2:48:25 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

eG; Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Mowatt, Michael 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cblef7e2e54b4164ae34814574bda638-mmowatt] 

Subject: RE: ACTIV CT agreement assistance 


Flag: Follow up 

Very good to hear from you, Maria! 

Of course, we will be pleased to contribute to this important effort. 

| know everyone is stretched to the limit, but we will have questions. Who will be the best POC? 


Mike 

Mobile: b6 

From: Freire, Maria (FNIH) [T] < b6 

Sent: Wednesday, April 22, 2020 10:39 AM 

To: Mowatt, Michael (NIH/NIAID) [E] < b6 

Cc: Collins, Francis (NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Austin, Christopher (NIH/NCATS) [E] < b6 
Anderson, James (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 

Subject: ACTIV CT agreement assistance 


Hi Mike, 

| hope this finds you healthy and well. | am reaching out to you at the request of the ACTIV NIH leadership. 

This morning, in Francis’ daily ACTIV call, Cliff Lane identified the urgent need to have a very simple expedited 
agreement for clinical trials supported by the NIH for COVID-19. He noted that you would be the point person for NIAID 
given your experience. 

The goal for the NIH/ACTIV is to tap the clinical trial networks from other ICs, to the extent possible, and make these 
sites available for COVID-19 work. This means that the NIH needs to have a uniform, simple but effective agreement(s) 
in place very quickly. Cliff and Francis were hoping you could work with your colleagues at the other ICs to get this done 


ASAP. Please let us know if you would be able to help with this. 


Thanks for your help any assistance you can give ACTIV on this critical matter —it is much appreciated. 
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All the best, Maria 
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From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/22/2020 2:50:45 PM. 

To: Mowatt, Michael (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cb1ef7e2e54b4164ae34814574bda638-mmowatt] 

eG; Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7368a3137473bbce161547a82f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Wholley, David (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: ACTIV CT agreement assistance 


Flag: Follow up 


Thanks so much, Mike. | think having a quick conversation with Cliff would be the most productive. We can follow-up 
from there. Works? M. 


From: Mowatt, Michael (NIH/NIAID) [E] < b6 

Sent: Wednesday, April 22, 2020 10:48 AM 

To: Freire, Maria (FNIH) [T] < b6 

Ce: Collins, Francis (NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Austin, Christopher (NIH/NCATS) [E] < b6 

Anderson, James (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Mowatt, 
Michael (NIH/NIAID) [E] < b6 


Subject: RE: ACTIV CT agreement assistance 

Very good to hear from you, Maria! 

Of course, we will be pleased to contribute to this important effort. 

| know everyone is stretched to the limit, but we will have questions. Who will be the best POC? 


Mike 

Mobile: b6 

From: Freire, Maria (FNIH) [T] < b6 

Sent: Wednesday, April 22, 2020 10:39 AM 

To: Mowatt, Michael (NIH/NIAID) [E] b6 

Cc: Collins, Francis (NIH/OD) [E] b6 ; Lane, Cliff (NIH/NIAID) [E] b6 Tabak, 
Lawrence (NIH/OD) [E] b6 Austin, Christopher (NIH/NCATS) [E] b6 
Anderson, James (NIH/OD) [E] b6 ; Wholley, David (FNIH) [T] b6 

Subject: ACTIV CT agreement assistance 


Hi Mike, 


| hope this finds you healthy and well. | am reaching out to you at the request of the ACTIV NIH leadership. 
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This morning, in Francis’ daily ACTIV call, Cliff Lane identified the urgent need to have a very simple expedited 
agreement for clinical trials supported by the NIH for COVID-19. He noted that you would be the point person for NIAID 
given your experience. 


The goal for the NIH/ACTIV is to tap the clinical trial networks from other ICs, to the extent possible, and make these 
sites available for COVID-19 work. This means that the NIH needs to have a uniform, simple but effective agreement(s) 
in place very quickly. Cliff and Francis were hoping you could work with your colleagues at the other ICs to get this done 
ASAP. Please let us know if you would be able to help with this. 


Thanks for your help any assistance you can give ACTIV on this critical matter — it is much appreciated. 


All the best, Maria 
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From: Mowatt, Michael (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CB1EF7E2E54B4164AE34814574BDA638-MMOWATT] 
Sent: 4/22/2020 2:52:59 PM. 


To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 
ce: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Tabak, Lawrence (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Wholley, David (FNIH) 
[7] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Green, Wade (NIH/NIAID) 
{E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=88fdd3b0456c40458e952e6c043b2a6b-williamswa] 

Subject: RE: ACTIV CT agreement assistance 


Will do. 


Cliff — let me know when you're available for a call with me and Wade. 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Wednesday, April 22, 2020 10:51 AM 

To: Mowatt, Michael (NIH/NIAID) [E] < b6 

Ce: Collins, Francis (NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Austin, Christopher (NIH/NCATS) [E] < b6 
Anderson, James (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 


Subject: RE: ACTIV CT agreement assistance 


Thanks so much, Mike. | think having a quick conversation with Cliff would be the most productive. We can follow-up 
from there. Works? M. 


From: Mowatt, Michael (NIH/NIAID) [E] < b6 

Sent: Wednesday, April 22, 2020 10:48 AM 

To: Freire, Maria (FNIH) [T] b6 

Ce: Collins, Francis (NIH/OD) [E] b6 >; Lane, Cliff (NIH/NIAID) [E] b6 Tabak, 
Lawrence (NIH/OD) [E] b6 >; Austin, Christopher (NIH/NCATS) [E] b6 

Anderson, James (NIH/OD) [E] b ; Wholley, David (FNIH) [T] < b6 ; Mowatt, 
Michael (NIH/NIAID) [E] b6 


Subject: RE: ACTIV CT agreement assistance 

Very good to hear from you, Maria! 

Of course, we will be pleased to contribute to this important effort. 

| know everyone is stretched to the limit, but we will have questions. Who will be the best POC? 


Mike 
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Mobile: b6 


From: Freire, Maria (FNIH) [T] b6 

Sent: Wednesday, April 22, 2020 10:39 AM 

To: Mowatt, Michael (NIH/NIAID) [E] b6 

Ce: Collins, Francis (NIH/OD) [E] bé6 >; Lane, Cliff (NIH/NIAID) [E] b6 ; Tabak, 
Lawrence (NIH/OD) [E] b Austin, Christopher (NIH/NCATS) [E] b6 
Anderson, James (NIH/OD) [E] b6 Wholley, David (FNIH) [T] b6 


Subject: ACTIV CT agreement assistance 

Hi Mike, 

| hope this finds you healthy and well. | am reaching out to you at the request of the ACTIV NIH leadership. 

This morning, in Francis’ daily ACTIV call, Cliff Lane identified the urgent need to have a very simple expedited 
agreement for clinical trials supported by the NIH for COVID-19. He noted that you would be the point person for NIAID 
given your experience. 

The goal for the NIH/ACTIV is to tap the clinical trial networks from other ICs, to the extent possible, and make these 
sites available for COVID-19 work. This means that the NIH needs to have a uniform, simple but effective agreement(s) 
in place very quickly. Cliff and Francis were hoping you could work with your colleagues at the other |Cs to get this done 
ASAP. Please let us know if you would be able to help with this. 


Thanks for your help any assistance you can give ACTIV on this critical matter —it is much appreciated. 


All the best, Maria 
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From: Woodcock, Janet [ b6 

Sent: 4/22/2020 3:04:15 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: ACTIV plans 


Flag: Follow up 
We remain concerned here at FDA that there is not enough focus on doing adaptive Bayesian seamless phase 2-3 


screening + confirmatory trials at least for the infected patients. We must move toward that. We are working with Laura 
Esserman on such a trial, adapting the I-SPY platforms and procedures. jw 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 4/22/2020 3:23:48 PM 

To: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

(ley Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938eS0d2ff0b6c2-collinsf] 

Subject: FW: ACTIV plans 


This just came in while | was sending you my note, fyi... 


From: Woodcock, Janet < b6 

Sent: Wednesday, April 22, 2020 11:04 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 
Subject: ACTIV plans 


We remain concerned here at FDA that there is not enough focus on doing adaptive Bayesian seamless phase 2-3 
screening + confirmatory trials at least for the infected patients. We must move toward that. We are working with Laura 
Esserman on such a trial, adapting the I-SPY platforms and procedures. jw 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/21/2020 11:37:26 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: BARDA director leaves to heim NIH coronavirus program 

Flag: Follow up 


To be clear - this is wrong —correct? There is another PPP on diagnostics maybe? 


FYI, just received the response to our request from Jim's folks. They are asking lots of questions, which is ok but it 
demonstrates that they do not understand our role. | get that so we will respond and explain. 


However, please know that, even if we get our request, we will have to cut David’s hours. There is a statutory limit, | 
am afraid. 


It is also very unclear if they will fund Deloitte, that will be highly problematic. 


Not sure how well | will sleep but | am keeping the faith, M. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, April 21, 2020 7:24 PM 

To: Freire, Maria (FNIH) [T] < b6 

Subject: RE: BARDA director leaves to helm NIH coronavirus program 


The ability of HHS to screw up this personnel action has reached heights never before imagined. 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Tuesday, April 21, 2020 4:04 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: FW: BARDA director leaves to helm NIH coronavirus program 


WHAT??? 

From: Lynne Zydowsky < b6 
Sent: Tuesday, April 21, 2020 3:56 PM 

To: Freire, Maria (FNIH) [T] < b6 


Subject: Fwd: BARDA director leaves to helm NIH coronavirus program 


Lynne Zydowsky 
b6 
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Begin forwarded message: 


From: Krystal Garcia < b6 

Date: April 21, 2020 at 12:51:44 PM PDT 

To: Monica Beam < b6 Conley Jones < bé Jenna Foger 

< b6 Kelly Nissen < b6 Malia Smith < b6 Lynne Zydowsky 
< b6 Lynne Zydowsky < v6 Orli Kadoch 

< b6 


Subject: FW: BARDA director leaves to helm NIH coronavirus program 


From: POLITICO Pro Health Care 

Sent: Tuesday, April 21, 2020 12:51:12 PM (UTC-08:00) Pacific Time (US & Canada) 
To: Krystal Garcia 

Subject: BARDA director leaves to helm NIH coronavirus program 


BARDA director leaves to helm NIH coronavirus program 
By Sarah Owermohle 
04/2 1/2020 03:50 PM EDT 


Rick Bright has stepped down as director of the Biomedical Advanced Research and Development Authority to 
lead a new NIH initiative aimed at speeding up coronavirus vaccine and treatment options. 


The NIH program, announced last week, will provide guidance to drugmakers and federal agencies about which 
vaccine and treatment candidates seem most promising and how to test them quickly. Sixteen companies along 
with the CDC and FDA have signed on to the project, dubbed ACTIV. 


At BARDA, Bright oversaw hundreds of millions of dollars in funding for potential vaccines and treatments, 
including a vaccine candidate that NIH is developing with Moderna and one from Johnson & Johnson. BARDA 
also manages a government stockpile of 30 million-plus hydroxychloroquine and chloroquine pills that 
companies donated after FDA authorized emergency use — a move criticized by some health officials because 
of scant evidence of the drugs’ effectiveness against coronavirus. 


Bright joined BARDA a decade ago to head up its influenza division and has led the agency for over three 
years. He is transferring to NIH "as part of a bold plan to accelerate the development and deployment of novel 


point-of-care testing platforms," an HHS spokesperson said. 


"Dr. Bright brings extensive experience and expertise in facilitating powerful public-private partnerships that 
advance the health and well-being of the American people,” the spokesperson added. 


Bright's departure from BARDA was first reported by Stat News . 


Gary Disbrow, director of the division of chemical, biological, radiological and nuclear medical 
countermeasures at HHS, will serve as the acting director of BARDA. 
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From: Tabak, Lawrence (NIH/OD) (E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E 22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 4/21/2020 11:47:52 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: BARDA director leaves to helm NIH coronavirus program 

Flag: Follow up 


| have no idea; is this over and above the 3.5M that she requested? | am very confused. Shall | call her? 


From: Francis Collins < b6 

Date: Tuesday, April 21, 2020 at 7:44 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 

Subject: FW: BARDA director leaves to helm NIH coronavirus program 


| know Maria can get pretty jumpy, but why is she worrying about whether we will fund Deloitte for ACTIV? 


Fe 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Tuesday, April 21, 2020 7:37 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: BARDA director leaves to helm NIH coronavirus program 


To be clear - this is wrong ~ correct? (b) (4). (b) (5) 
(b) (4), (b) (5) 


Not sure how well | will sleep but | am keeping the faith, M. 


From: Collins, Francis (NIH/OD) [E] < 6 

Sent: Tuesday, April 21, 2020 7:24 PM 

To: Freire, Maria (FNIH) [T] < b6 

Subject: RE: BARDA director leaves to helm NIH coronavirus program 


The ability of HHS to screw up this personnel action has reached heights never before imagined. 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Tuesday, April 21, 2020 4:04 PM 

To: Collins, Francis (NIH/OD) [E] < b6é 

Subject: FW: BARDA director leaves to helm NIH coronavirus program 
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WHAT??? 


From: Lynne Zydowsky < b6 
Sent: Tuesday, April 21, 2020 3:56 PM 
To: Freire, Maria (FNIH) [T] < b6 


Subject: Fwd: BARDA director leaves to helm NIH coronavirus program 


Lynne Zydowsky 
b6 


Begin forwarded message: 


From: Krystal Garcia < 6 

Date: April 21, 2020 at 12:51:44 PM PDT 

To: Monica Beam < b6 Conley Jones < b6 Jenna Foger 

< b6 Kelly Nissen < v6 Malia Smith < b6 Lynne Zydowsky 
< v6 Lynne Zydowsky < v6 Orli Kadoch 

< b6 


Subject: FW: BARDA director leaves to helm NIH coronavirus program 


From: POLITICO Pro Health Care 

Sent: Tuesday, April 21, 2020 12:51:12 PM (UTC-08:00) Pacific Time (US & Canada) 
To: Krystal Garcia 

Subject: BARDA director leaves to helm NIH coronavirus program 


BARDA director leaves to helm NIH coronavirus program 
By Sarah Owermohle 
04/21/2020 03:50 PM EDT 


Rick Bright has stepped down as director of the Biomedical Advanced Research and Development Authority to 
lead a new NIH initiative aimed at speeding up coronavirus vaccine and treatment options. 


The NIH program, announced last week, will provide guidance to drugmakers and federal agencies about which 
vaccine and treatment candidates seem most promising and how to test them quickly. Sixteen companics along 
with the CDC and FDA have signed on to the project, dubbed ACTIV. 


At BARDA, Bright oversaw hundreds of millions of dollars in funding for potential vaccines and treatments, 
including a vaccine candidate that NIH is developing with Moderna and one from Johnson & Johnson. BARDA 
also manages a government stockpile of 30 million-plus hydroxychloroquine and chloroquine pills that 
companies donated after FDA authorized emergency use — a move criticized by some health officials because 
of scant evidence of the drugs' effectiveness against coronavirus. 
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Bright joined BARDA a decade ago to head up its influenza division and has led the agency for over three 
years. He is transferring to NIH "as part of a bold plan to accelerate the development and deployment of novel 
point-of-care testing platforms," an HHS spokesperson said. 


"Dr. Bright brings extensive experience and expertise in facilitating powerful public-private partnerships that 
advance the health and well-being of the American people,” the spokesperson added. 


Bright's departure from BARDA was first reported by Stat News . 


Gary Disbrow, director of the division of chemical, biological, radiological and nuclear medical 
countermeasures at HHS, will serve as the acting director of BARDA. 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 


Sent: 4/21/2020 11:52:55 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: BARDA director leaves to heim NIH coronavirus program 


The limit is on the salary, not the hours: (b) (5) from NIH/DHHS funds. We are seeking clarification on that. 


| have asked our CFO to tell me the number of hours this represents — eyeballing it, this is about 50% of his time. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, April 21, 2020 7:45 PM 

To: Freire, Maria (FNIH) [T] < b6 

Subject: RE: BARDA director leaves to helm NIH coronavirus program 


We will work this out. But what’s the statutory limit on David’s hours? 


FC 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Tuesday, April 21, 2020 7:37 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: BARDA director leaves to helm NIH coronavirus program 


To be clear - this is wrong — correct? (b) (4). (b) (5) 


() (4). () (5) 


Not sure how well | will sleep but | am keeping the faith, M. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, April 21, 2020 7:24 PM 

To: Freire, Maria (FNIH) [T] < b6 

Subject: RE: BARDA director leaves to helm NIH coronavirus program 


The ability of HHS to screw up this personnel action has reached heights never before imagined. 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Tuesday, April 21, 2020 4:04 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: FW: BARDA director leaves to helm NIH coronavirus program 
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WHAT??? 


From: Lynne Zydowsky < b6 
Sent: Tuesday, April 21, 2020 3:56 PM 
To: Freire, Maria (FNIH) [T] < b6 


Subject: Fwd: BARDA director leaves to helm NIH coronavirus program 


Lynne Zydowsky 
b6 


Begin forwarded message: 


From: Krystal Garcia < v6 

Date: April 21, 2020 at 12:51:44 PM PDT 

To: Monica Beam < b6 Conley Jones < b6 Jenna Foger 

< b6 Kelly Nissen < b6 Malia Smith < b6 Lynne Zydowsky 
< b6 Lynne Zydowsky < b6 Orli Kadoch 

< b6 


Subject: FW: BARDA director leaves to helm NIH coronavirus program 


From: POLITICO Pro Health Care 

Sent: Tuesday, April 21, 2020 12:51:12 PM (UTC-08:00) Pacific Time (US & Canada) 
To: Krystal Garcia 

Subject: BARDA director leaves to helm NIH coronavirus program 


BARDA director leaves to helm NIH coronavirus program 
By Sarah Owermohle 
04/21/2020 03:50 PM EDT 


Rick Bright has stepped down as director of the Biomedical Advanced Research and Development Authority to 
lead a new NIH initiative aimed at speeding up coronavirus vaccine and treatment options. 


The NIH program, announced last week, will provide guidance to drugmakers and federal agencies about which 
vaccine and treatment candidates seem most promising and how to test them quickly. Sixteen companies along 
with the CDC and FDA have signed on to the project, dubbed ACTIV. 


At BARDA, Bright oversaw hundreds of millions of dollars in funding for potential vaccines and treatments, 


including a vaccine candidate that NIH is developing with Moderna and one from Johnson & Johnson. BARDA 
also manages a government stockpile of 30 million-plus hydroxychloroquine and chloroquine pills that 
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companies donated after FDA authorized emergency use — a move criticized by some health officials because 
of scant evidence of the drugs’ effectiveness against coronavirus. 


Bright joined BARDA a decade ago to head up its influenza division and has led the agency for over three 
years. He is transferring to NIH "as part of a bold plan to accelerate the development and deployment of novel 
point-of-care testing platforms,” an HHS spokesperson said. 


"Dr. Bright brings extensive experience and expertise in facilitating powerful public-private partnerships that 
advance the health and well-being of the American people,” the spokesperson added. 


Bright's departure from BARDA was first reported by Stat News . 


Gary Disbrow, director of the division of chemical, biological, radiological and nuclear medical 
countermeasures at HHS, will serve as the acting director of BARDA. 
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From: Fauci, Anthony (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DF38103D75134F658AE2D356F0396B94-AFAUCI] 


Sent: 4/22/2020 12:16:44 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: For your attention 


Attachments: COVAX2020 - A GLOBAL EFFORT for the ACCELERATED DEVELOPMENT, PRODUCTION and EQUITABLE ACCESS to 
COVID-19 VACCINES 16Apr2020_DRAFT.docx 


See attachment that Hilary sent me. This started off as a pure Vaccine issue that now seems to have morphed 
into a larger endeavor with therapeutics and diagnostics. 


From: Marston, Hilary (NIH/NIAID) [E] < b6 
Sent: Tuesday, April 21, 2020 7:44 PM 

To: Fauci, Anthony (NIH/NIAID) [E] < b6 
Subject: Re: For your attention 


This is close hold and out of date, but tells you where this came from 


From: Anthony Fauci < b6 
Date: Tuesday, April 21, 2020 at 7:30 PM 
To: Hilary Marston < b6 


Subject: FW: For your attention 


Have you heard of this on any of the calls where you represent me?? 


From: Collins, Francis (NIH/OD) [E] < b6é 

Sent: Tuesday, April 21, 2020 7:28 PM 

To: Fauci, Anthony (NIH/NIAID) [E] < b6 .fov>; Lane, Cliff (NIH/NIAID) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) 
m< b6 


Subject: FW: For your attention 
Hi all, 


See note below from Victor Dzau about a global effort on COVID-19. | can’t tell if this is more than a fund- 
raising effort. | know we have Gates reps on our ACTIV working groups — has any of this plan come up, David? 


Francis 


From: Dzau, Victor J. < b6 

Sent: Tuesday, April 21, 2020 4:10 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Kanarek, Morgan < b6 

Subject: For your attention 


Dear Francis, 


Congratulations on your launch of Public Private Partnership to speed COVID 19 vaccine and treatment options. This is 
very timely and much needed. Kudos to your leadership. 
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lam sure you are aware of a global coordinating effort to accelerate vaccines, diagnostics and therapeutics. | have been 
part of the conversation and planning along with Jeremy Farrar, Richard Hatchett, Seth Berkley, Chris Elias, Paul Stoffels 
etc. Recently WHO, Gates Foundation and European Commission have been leading the planning. This has advanced 
rapidly and is in the final stages in development that will be soon announced. It has involved European Commission, 
Germany, Japan, UK, Norway, France, Saudi as well as Gates Foundation, WHO, World Bank, Wellcome Trust, GAVI, 
Global Fund, CEPI, GPMB and private sector industry. The initiative will begin with a Pledge conference for $8B as a 
starting point. This will be led by President von der Leyen and is co-chaired by the above country leaders. This will 
occur on May 4. In addition by the end of this week or early next week there will be an announcement on the global 
coordinating structure with will involve Gates, WHO etc. 

lam writing to be sure that you and the White House are aware of these upcoming events. Can you share this 
information with the White House? Besides you, who else should | share this information with? | will be happy to send 
you background documents if you wish. 

Please call me anytime. 

Best, 

Victor 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 4/21/2020 8:54:38 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Le Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: COVID Clinical Trial Timelines 


Attachments: Master Protocol Timelines 04212020.pptx 
Flag: Follow up 
Francis: 


The attached slide shows the TX-Clinical MP Subgroup’s current estimate of time to stand up both master 

protocols, Note a lot of the activities would be run in parallel and the list of assumptions on which these timelines 

depend. The NIAID network that ran remdesivir is in fact the network they already are planning on to run the 

repurposed master protocol. (BTW we heard a few things on the call today that suggested (b) (5) 1 
(b) S) 


David. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Tuesday, April 21, 2020 3:36 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Freire, Maria (FNIH) (T] < b6 
Subject: RE: COVID Clinical Trial Timelines 


Hi David, 

Thanks for the follow up. | know everyone is pushing really hard, but | need to understand (b) 6) 
(b) 6) 

Francis 

From: Wholley, David (FNIH) [T] b6 

Sent: Tuesday, April 21, 2020 3:24 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Freire, Maria (FNIH) [T] v6 


Subject: COVID Clinical Trial Timelines 


Francis, 
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6) 


| hope to have a revised set of slides to you in about an hour by the way, which should include all of your requested 
changes and some others that have come in. The only changes that we will not have will be those from the Vaccines 
group; the earliest Mike Santos could get time from his co-chairs to discuss is 6 or 7 this evening. 


David 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 4/22/2020 1:32:20 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Lg Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wood, Gretchen (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 

Subject: RE: COVID Clinical Trial Timelines 


Sure, we will forward your observations to the co-chairs for further consideration. So much of this depends on things 
we just don’t know yet—what the drug is, etc.--as you know, 


PS unlike April 3 kickoff | will be sending out the materials for tomorrow’s call tonight (you don’t need to do anything). 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Tuesday, April 21, 2020 9:27 PM 

To: Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 
Subject: RE: COVID Clinical Trial Timelines 


| appreciate seeing the details — but there are certainly entries in the table that are listed as 5 — 7 days, but 
look as if they could be done faster if this was the highest priority. | will try to be reasonable, but I'll keep 
pushing. 


FC 

From: Wholley, David (FNIH) [T] b6 
Sent: Tuesday, April 21, 2020 4:55 PM 

To: Collins, Francis (NIH/OD) [E] b6 
Cc: Freire, Maria (FNIH) [T] < b6 


Subject: RE: COVID Clinical Trial Timelines 
Francis: 
The attached slide shows the TX-Clinical MP Subgroup’s current estimate of time to stand up both master 


protocols. Note a lot of the activities would be run in parallel and the list of assumptions on which these timelines 
depend. The NIAID network that ran remdesivir is in fact the network they already are planning on to run the 


repurposed master protocol. (BTW we heard a few things on the call today that suggested (b) 6) 1 
(&) (5) 

David. 

From: Collins, Francis (NIH/OD) [E] b6 > 

Sent: Tuesday, April 21, 2020 3:36 PM 

To: Wholley, David (FNIH) [T] b6 

Ce: Freire, Maria (FNIH) [T] b6 


Subject: RE: COVID Clinical Trial Timelines 


COLL0000022156 


Hi David, 


Thanks for the follow up. | know everyone is pushing really hard, but | need to understand (b) (5) 
(b) 6) 

Francis 

From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, April 21, 2020 3:24 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Freire, Maria (FNIH) [T] b6 


Subject: COVID Clinical Trial Timelines 


Francis, 
(b) (5) 


COLL0000022156 


| hope to have a revised set of slides to you in about an hour by the way, which should include all of your requested 
changes and some others that have come in. The only changes that we will not have will be those from the Vaccines 
group; the earliest Mike Santos could get time from his co-chairs to discuss is 6 or 7 this evening. 


David 


COLL0000022156 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/26/2020 7:17:24 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh] 


ce: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr] 
Subject: RE: COVID and NCORP 
Flag: Follow up 
PS, Francis | realized after | hit send that | did not directly answer your question, sorry. (b) (5) RP 
(b) 6) . David 


From: Wholley, David (FNIH) [T] 

Sent: Sunday, April 26, 2020 3:04 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] < b6 Tountas, Karen 
(FNIH) [T] < b6 

Ce: Santos, Michael (FNIH) [T] < b6 

Subject: RE: COVID and NCORP 


Francis, 
| could be wrong but my read on this note is not necessarily (b) (5) 
(b) (5) 


The natural history longitudinal study sounds very interesting. Am copying Mike Santos on this note as well so he is 
aware. thanks 


David 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Sunday, April 26, 2020 10:05 AM 

To: Wholley, David (FNIH) [T] b6 Adam, Stacey (FNIH) [T] b6 Tountas, Karen (FNIH) 
a) b6 

Subject: FW: COVID and NCORP 


Hi David, Karen, and Stacey, 


With apologies for the delay in forwarding this message to you, | wondered if (b) (5) 
(&) G6) 


COLL0000022265 


@)6) 


Francis 


From: Doroshow, James (NIH/NCI) [E] b6 
Sent: Thursday, April 16, 2020 3:02 PM 

To: Collins, Francis (NIH/OD) [E] <: b6 

Cc: Sharpless, Norman (NIH/NCI) [b 

Subject: RE: COVID and NCORP 


Francis: Many thanks for your email. After discussion with Ned, a few thoughts on how NCI clinical trial 


networks might contribute: 
1, (b) 6) 


Best regards, Jim 


James H. Doroshow, M.D. 
Deputy Director for Clinical and Translational Research 
National Cancer Institute, NIH 
Building 31, Room 3A44 
31 Center Drive 
Bethesda, MD 20892 

b6 

b6 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, April 16, 2020 6:34 AM 
To: Doroshow, James (NIH/NCI) [E] b6 


COLL0000022265 


Cc: Sharpless, Norman (NIH/NCI) [E] v6 


Subject: COVID and NCORP 
Hi Jim, 
In speaking with Ned yesterday, the possibility came up of (b) (5) 
(b) (5) 
(b) (5) — what do you think of this possible option? 
Tx, Francis 


COLLO0000022265 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/26/2020 7:04:21 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Tountas, Karen (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=40c04fef6fle46f5b750753cd5a14f93-tountaskh] 

ce: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr] 

Subject: RE: COVID and NCORP 

Francis, 

| could be wrong but my read on this note (b) (5) 


(b) G) 


The natural history longitudinal study sounds very interesting. Am copying Mike Santos on this note as well so he is 
aware. thanks 


David 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Sunday, April 26, 2020 10:05 AM 
To: Wholley, David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Tountas, Karen (FNIH) 


mM< 


b6 


Subject: FW: COVID and NCORP 


Hi David, Karen, and Stacey, 


With apologies for the delay in forwarding this message to you, | wondered (b) (5) 
0) 6) 

Francis 

From: Doroshow, James (NIH/NCI) [E] b6 

Sent: Thursday, April 16, 2020 3:02 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Sharpless, Norman (NIH/NCI) [E] b6 


Subject: RE: COVID and NCORP 


COLL0000022266 


Francis: Many thanks for your email. After discussion with Ned, a few thoughts on how NCI clinical trial 
networks might contribute: 
ft. ) 6) 


i) 


Best regards, Jim 


James H. Doroshow, M.D. 
Deputy Director for Clinical and Translational Research 
National Cancer Institute, NIH 
Building 31, Room 3A44 
31 Center Drive 
Bethesda, MD 20892 

b6 

b6 


From: Collins, Francis (NIH/OD) [E] v6 > 
Sent: Thursday, April 16, 2020 6:34 AM 

To: Doroshow, James (NIH/NCI) [E] b6 

Cc: Sharpless, Norman (NIH/NCI) [E] b6 
Subject: COVID and NCORP 


HiJim, 
In speaking with Ned yesterday, the possibility came up of (b) (5) 
b) 6) 
(b) (5) — what do you think of this possible option? 
Tx, Francis 


COLL0000022266 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/17/2020 9:20:18 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Le Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wood, Gretchen (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus) 

Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on Apri! 20 INVITATION TO SPEAK 


Yes, this fits very well with your message. The timing is particularly good. | would ask them to give you the podium, not 
to be part of a panel, which is more appropriate and they will do this gladly. 


| will ask about the audience. From experience, alot of biotech/pharma folks, researchers and some high-level 
government folks. | can ask real quickly. Janet does this often. 


And, no, | would not trust Scangos to neutralize Yancopoulos. The key here is that YOU can do what others can’t, no 
matter what they say and this should be clear. Who else can put non-primate models in the forefront or coordinate 
clinical trial networks, for heavens’ sake. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, April 17, 20205:14 PM 

To: Freire, Maria (FNIH) [T] < b6 

Cc: Myles, Renate (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Meltzer, Abbey 
(FNIH) (T] < b6 Wood, Gretchen (NIH/OD) [E] < b6 McManus, Ayanna (NIH/OD) [E] 
< b6 

Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 


Hmmm. This is certainly a forum that ACTIV fits squarely into. | hope Scangos knows enough to be able to 
counter Yancopoulos, who will probably say there’s no need for ACTIV, because Regeneron is already doing it. 


It will be a schedule killer, but | could possibly rearrange things to join pane| 2, Before | wreck Monday, 
however, | have to ask -- who is the audience for this? 


Francis 


From: Freire, Maria (FNIH) [T] b6 

Sent: Friday, April 17,2020 12:16 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Myles, Renate (NIH/OD) [E] b6 ; Wholley, David (FNIH) [T] b6 ; Meltzer, Abbey 
(FINIH) [T] < b6 

Subject: FW: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 

Importance: High 


COLL0000022274 


Francis, 


| have just received this invitation to participate on the call that Mark McClellan and the Alexandria Summit are 
organizing. It is a very late invitation but, in fairness, they did not know what we were doing. 


Steve Paul strongly suggests that you consider joining the call during Panel 2 (please take a look at the participants) to 
talk about what this PPP can do that industry cannot do by themselves. We already know Yancopoulos’ position and we 
have Vir represented in ACTIV, 


The bottom line is that | agree with Steve that if someone is going to join, it should be someone from the NIH, not the 
FNIH. Thoughts? M. 


From: Lynne Zydowsky < b6 

Sent: Friday, April 17, 2020 10:53 AM 

To: Freire, Maria (FNIH) [T] b6 

Ce: b6 Marianne Hamilton Lopez, Ph.D. b 

q b6 b6 >; ‘Emily Sheridan’ b6 

Subject: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 
Importance: High 


Maria, 


As you know we are organizing the webinar for Monday, April 20 to focus on the critical issues with scaling 

therapeutic responses. **Below is the near final agenda. This has all come together very fast and we would love to 
have you participate on Session 2 as a panelist. | realize this is a late ask but if your willing to join us we will get back to 
you quickly with logistics. We are not having prep calls (except to test out the ZOOM platform) but allowing the 
discussions to be more spontaneous. Mark (copied) will moderate the sessions and each panelist will have 5-7 minutes 
to make comments before we go to questions. We now have almost 400 people registered. Hope all is well! 


Best, 
Lynne, Mark & Joel 


Developing a Therapeutic Response to COVID-19 
Monday 4/20/20 at 12:30 - 2:30 pm ET 
A Webinar by the Duke Margolis Center for Health Policy and the Alexandria Summit 


Objective: To explore issues, strategies, and policies for achieving and scaling therapeutic responses to COVID-19. 


12:30 pm Welcome and Overview: Envisioning a Path Forward 
* Mark McClellan, Duke-Margolis Center for Health Policy 
* Scott Gottlieb, American Enterprise Institute 


12:40 pm Session One: Accelerating COVID-19 Therapeutics 
Panelists will explore the status of promising therapeutics, challenges to development, and strategies and 
policies needed to achieve regulatory approval and scale. 
* George Scangos, Vir Biotechnology, Inc. 
* George D. Yancopoulos, Regeneron Pharmaceuticals 
e Chad Robins, Adaptive Biotechnologies 


1:10 pm Session Two: Better and Faster COVID-19 Clinical Trials 


COLL0000022274 


Panelists will consider strategies for developing, accelerating, and conducting clinical trials for therapeutic 

treatments, with a focus on trial criteria, data collection, and outcome measures. 

e Luciana Borio, Q-Tel; former National Security Council, Medical and Biodefense Preparedness 

e Pamela Tenaerts, Clinical Trials Transformation Initiative 

e Robert Walker, Biomedical Advances Research and Development Authority, U.S. Department of Health 
and Human Services 


1:40 pm Session Three: Real World Evidence for Better Coverage and Access 
Panelists will focus on the potential role of real world evidence to understand the use of new therapeutics for 
COVID-19, especially those approved under accelerated pathways and with limited post-clinical trial data 
e Amy Abernethy, Food and Drug Administration, U.S. Department of Health and Human Services 
e Jeff Allen, Friends of Cancer Research 
« Emily O’Brien, Duke University 
«Steve Miller, Express Scripts/Cigna 


2:25 pm Closing Remarks 
* Joel Marcus, Alexandria Summit; Alexandria Real Estate Equities, Inc./Alexandria Venture Investments 
* Lynne Zydowsky, Alexandria Summit; Alexandria Real Estate Equities, Inc./Alexandria Venture 
Investments 
e@ Mark McClellan, Duke-Margolis Center for Health Policy 


2:30 pm Adjourn 


COLL0000022274 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/17/2020 9:35:04 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce: Myles, Renate (NIH/OD) {E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wood, Gretchen (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus) 

Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 


Flag: Follow up 


It is an open meeting that required singing in. They have 500 registered. It is a combination, as expected, of biotechs, 
pharma, academics and government folks. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, April 17, 2020 5:14 PM 

To: Freire, Maria (FNIH) [T] < b6 

Cc: Myles, Renate (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Meltzer, Abbey 
(FNIH) [T] < b6 Wood, Gretchen (NIH/OD) [E] < b6 McManus, Ayanna (NIH/OD) [E] 
< b6 

Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 


Hmmm, This is certainly a forum that ACTIV fits squarely into. | hope Scangos knows enough to be able to 
counter Yancopoulos, who will probably say there’s no need for ACTIV, because Regeneron is already doing it. 


It will be a schedule killer, but | could possibly rearrange things to join pane! 2. Before | wreck Monday, 
however, | have to ask -- who is the audience for this? 


Francis 


From: Freire, Maria (FNIH) [T] b6 

Sent: Friday, April 17, 2020 12:16 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Myles, Renate (NIH/OD) [E] b6 >; Wholley, David (FNIH) [T] b6 ; Meltzer, Abbey 
(FNIH) (T] b6 > 

Subject: FW: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 

Importance: High 


Francis, 


| have just received this invitation to participate on the call that Mark McClellan and the Alexandria Summit are 
organizing. It is a very late invitation but, in fairness, they did not know what we were doing. 


COLL0000022279 


Steve Paul strongly suggests that you consider joining the call during Panel 2 (please take a look at the participants) to 
talk about what this PPP can do that industry cannot do by themselves. We already know Yancopoulos’ position and we 
have Vir represented in ACTIV. 


The bottom line is that | agree with Steve that if someone is going to join, it should be someone from the NIH, not the 
FNIH. Thoughts? M. 


From: Lynne Zydowsky b6é 

Sent: Friday, April 17, 2020 10:53 AM 

To: Freire, Maria (FNIH) [T] < b6 

Ceb Marianne Hamilton Lopez, Ph.D. v6 

q b6 b6 >; ‘Emily Sheridan b6 

Subject: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 
Importance: High 


Maria, 


As you know we are organizing the webinar for Monday, April 20 to focus on the critical issues with scaling 

therapeutic responses. **Below is the near final agenda. This has all come together very fast and we would love to 
have you participate on Session 2 as a panelist. | realize this is a late ask but if your willing to join us we will get back to 
you quickly with logistics. We are not having prep calls (except to test out the ZOOM platform) but allowing the 
discussions to be more spontaneous. Mark (copied) will moderate the sessions and each panelist will have 5-7 minutes 
to make comments before we go to questions. We now have almost 400 people registered. Hope all is well! 


Best, 
Lynne, Mark & Joel 


Developing a Therapeutic Response to COVID-19 
Monday 4/20/20 at 12:30 — 2:30 pm ET 
A Webinar by the Duke Margolis Center for Health Policy and the Alexandria Summit 


Objective: To explore issues, strategies, and policies for achieving and scaling therapeutic responses to COVID-19. 


12:30 pm Welcome and Overview: Envisioning a Path Forward 
* Mark McClellan, Duke-Margolis Center for Health Policy 
« Scott Gottlieb, American Enterprise |nstitute 


12:40 pm Session One: Accelerating COVID-19 Therapeutics 
Panelists will explore the status of promising therapeutics, challenges to development, and strategies and 
policies needed to achieve regulatory approval and scale. 
« George Scangos, Vir Biotechnology, Inc. 
* George D. Yancopoulos, Regeneron Pharmaceuticals 
* Chad Robins, Adaptive Biotechnologies 


1:10 pm Session Two: Better and Faster COVID-19 Clinical Trials 
Panelists will consider strategies for developing, accelerating, and conducting clinical trials for therapeutic 
treatments, with a focus on trial criteria, data collection, and outcome measures. 
e Luciana Borio, Q-Tel; former National Security Council, Medical and Biodefense Preparedness 
e Pamela Tenaerts, Clinical Trials Transformation |nitiative 


COLL0000022279 


e Robert Walker, Biomedical Advances Research and Development Authority, U.S. Department of Health 
and Human Services 


1:40 pm Session Three: Real World Evidence for Better Coverage and Access 
Panelists will focus on the potential role of real world evidence to understand the use of new therapeutics for 
COVID-19, especially those approved under accelerated pathways and with limited post-clinical trial data. 
« Amy Abernethy, Food and Drug Administration, U.S. Department of Health and Human Services 
¢ Jeff Allen, Friends of Cancer Research 
e Emily O’Brien, Duke University 
« Steve Miller, Express Scripts/Cigna 


2:25 pm Closing Remarks 
© Joel Marcus, Alexandria Summit; Alexandria Real Estate Equities, inc./Alexandria Venture Investments 
* Lynne Zydowsky, Alexandria Summit; Alexandria Real Estate Equities, Inc./Alexandria Venture 
Investments 
* Mark McClellan, Duke-Margolis Center for Health Policy 


2:30 pm Adjourn 


COLL0000022279 


From: Lane, Cliff (NIH/NIAID) {E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 


Sent: 4/27/2020 3:15:36 PM. 
To: Talley, Michael J BG USARMY MEDCOM USAMRMC (USA) [ bé 
ee Jewett, John (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2301280d71ed4a7db547036d5f9f763d-jewettjm); Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 

Subject: Re: [Non-DoD Source] Two items - Coordinated USG effort (UNCLASSIFIED) 


Thanks - 
) G6) 


Thanks for considering. 
cliff 


On 4/27/20, 9:30 AM, “Talley, Michael J BG USARMY MEDCOM USAMRMC (USA)" <i b6 
wrote: 


CLASSIFICATION: UNCLASSIFIED 
cliff, 


Appreciate the G-2. Will run the traps with our white House Task Force embeds for DoD 
representation, 


Thanks for sharing the NIH PPP website - we'll disseminate widely. 
v/R 


BG Mike Talley 
Commanding General 
USAMRDC & Fort Detrick 
Office: b6 

Mobile: 

NIPR: bo 
SIPR: b6 


wane Original Message----- 


From: Lane, Cliff (NIH/NIAID) [E] [mailto: b6 

Sent: Monday, April 27, 2020 8:46 AM 

To: Talley, Michael J BG USARMY MEDCOM USAMRMC (USA) b6 
Cc: Jewett, John (NIH/NIAID) [E] < b6 


Subject: [Non-DoD Source] Two items - Coordinated USG effort 


All active links contained in this email were disabled. Please verify the identity of the sender, and 
confirm the authenticity of all links contained within the message prior to copying and pasting the 
address to a Web browser. 


COLL0000022289 


BG Talley, 


#1 -- I have just been made aware of a West Wing meeting Wednesday where NIH (Director Collins), FDA 
and DoD are each expected to provide briefings. 


Do you know who will be representing DoD at that meeting? 


#2 - The NIH is has established a Private Public Partnership entitled ACTIV ( The website isCaution- 
https: //ww.nih.gov/news-events/news-releases/nih-launch-public-private-partnershi p-speed-covid-19- 
vaccine-treatment-options < Caution-https: //www.nih.gov/news-events/news-releases/nih-launch-public- 
private-partnershi p-speed-covid-19-vaccine-treatment-options > and I have included the release below) to 
facilitate countermeasure research. 

(b) (5) 


Might be worth a phone call. 
cliff 


b6 


Friday, April 17, 2020 
NIH to launch public-private partnership to speed COVID-19 vaccine and treatment options 


Health agencies, leading pharmaceutical companies to join forces to accelerate pandemic response. 


Participating Organizations 


Government 

s National Institutes of Health 

* HHS Office of the Assistant Secretary for Preparedness and Response 
* U.S. Food and Drug Administration 

= Centers for Disease Control and Prevention 

* European Medicines Agency 

Non-Profit 

= Foundation for the National Institutes of Health 

Industry 

= Abbvie 
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# Amgen 
* AstraZeneca 


* Bristol Myers squibb 


= Evotec 
e Glaxosmi thk line 
Johnson & Johnson 


* KSQ Therapeutics 
* £11 Lilly and Company 


# Merck & Co., Inc. 


ss Novartis 

© Pfizer 

x Roche 

ie sanofi 

* Takeda 

* Vir Biotechnology 


The National Institutes of Health and the Foundation for the NIH (FNIH) are bringing together more 
than a dozen leading biopharmaceutical companies, the Health and Human Services office of the Assistant 
Secretary for Preparedness and Response, the Centers for Disease Control and Prevention, the U.S. Food 
and Drug Administration and the European Medicines Agency to develop an international strategy for a 
coordinated research response to the COVID-19 pandemic. The planned Accelerating COVID-19 Therapeutic 
Interventions and Vaccines (ACTIV) partnership will develop a collaborative framework for prioritizing 
vaccine and drug candidates, streamlining clinical trials, coordinating regulatory processes and/or 
leveraging assets among all partners to rapidly respond to the COVID-19 and future pandemics. This is 
part of the whole-of-government, whole-of-America response the Administration has led to beat COVID-19 


“we need to bring the full power of the biomedical research enterprise to bear on this crisis,” said 
NIH Director Francis S. Collins, M.D., Ph.D. “Now is the time to come together with unassailable 
objectivity to swiftly advance the development of the most promising vaccine and therapeutic candidates 
that can help end the COVID-19 global pandemic.” 


coordinated by the FNIH, ACTIV government and industry partners will provide infrastructure, subject 
matter expertise and/or funding (both new and in-kind) to identify, prioritize and facilitate the entry 
of some of the most promising candidates into clinical trials. Industry partners also will make available 
certain prioritized compounds, some of which have already cleared various phases of development, and 
associated data to support research related to COVID-19. The partnership is being developed with input 
from a steering committee managed by the FNIH which includes leaders from NIH, FDA and the research and 
development organizations of the companies. 


“COVID-19 is the most significant global health challenge of our lifetime, and it will take all of us 
working together as a global community to put an end to this pandemic,” said Paul Stoffels, M.D., Vice 
Chairman of the Executive Committee and Chief Scientific Officer, Johnson & Johnson. “We will need to 
harness the best ideas from multiple stakeholders, including governments, regulatory authorities, 
academia, NGOs and industry to stop COVID-19. At Johnson & Johnson, we are committed to working closely 
with FNIH, IMI and are part of other important consortia to speed solutions to stop this pandemic.” 


“Battling the COVID-19 pandemic is far too great a challenge for any one company or institution to 
solve alone,” said Mikael Dolsten, M.D., Ph.D., Chief Scientific officer and President, worldwide 
Research, Development and Medical, Pfizer. “We are seeing an unprecedented level of collaboration across 
the innovation ecosystem to address this global health crisis, and this potentially powerful NIH 
inisiacive may allow us to further accelerate the delivery of much needed therapies to patients around 
the world.” 


The research community is currently striving to sift through more than 100 potential preventives and 
therapeutics for COVID-19. ACTIV will aim to provide guidance which can be used to prioritize the 
plethora of vaccine and therapeutic candidates in development and connect clinical trial networks to test 
new and repurposed candidates quickly and efficiently. 


“using the most advanced clinical trial methods to rapidly test multiple interventions will help get 
the answers we need as soon as possible to expedite potential prevention and treatment approaches to 
fight COVID-19,” said FDA Commissioner Stephen M. Hahn, M.D. “Collaboration is a critical ingredient for 
success and the FDA will continue to use every tool possible under our Coronavirus Treatment Acceleration 
Program(link is external) < Caution-https: //www. fda. gov/drugs/coronavirus-covid-19-drugs/coronavirus~ 
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treatment-acceleration-program-ctap > to speed the development of safe and effective medical 
countermeasures.” 


ACTIV will have four fast-track focus areas, each of which will be led by a highly motivated working 
group of senior scientists representing government, industry and academia: 


1. Standardize and share preclinical evaluation methods in an open forum that allows for comparison 

and validation by: 

« Establishing a centralized process and repository for harmonizing and sharing methods and 
evaluating models 

* Extending access to high-throughput screening facilities, especially in biosafety level-3 
laboratories, with a goal of testing all compounds that have been in human clinical trials to identify 
the potential to apply these compounds to COVID-19 

* Increasing access to validated animal models 


+ Enhancing comparison of approaches to identify informative assays 


2. Prioritize and accelerate clinical evaluation of therapeutic candidates with near-term potential 
by: 


+ Establishing a steering committee with relevant expertise and objectivity to set criteria 
for and rank potential candidates submitted by industry partners for first wave and subsequent evaluation 
* Developing a complete inventory of potential candidates with different mechanisms of action 
and acceptable safety profiles 
Designing, launching and openly sharing master protocols with agreed upon endpoints 
sanpling and analysis for evaluating candidates 
Using a single control arm to enhance trial efficiency 


3. Maximize clinical trial capacity and effectiveness by: 
* connecting existing networks of clinical trials to build capacity and capabilities, 
including specialization in different populations and disease stages 
Leveraging infrastructure and expertise from across NIH networks, including: 


Adjuvant Discovery and Adjuvant Development Programs 

AIDS Clinical Trials Network 

Clinical and Translational Science Awards Program 

Clinical Trials in Organ Transplantation 

Cooperative Centers on Human Immunology 

HIV Prevention Trials Network 

HIV Vaccine Trials Network 

Human Immunology Project Consortium 

International Network for Strategic Initiatives for Global HIV Trials CINSIGHT) 


ae 


* 


Network 

National Cancer Institute Community Oncology Research Program 

National Cancer Institute's National Clinical Trial Network 

Prevention and Early Treatment of Acute Lung Injury (PETAL) Clinical Trials Network 
Strategies to Innovate EmeRgENcy Care Clinical Trials Network (SIREN) 

i T and B Cell Discovery Programs and Immune Epitope Database 

& Vaccine Treatment and Evaluation Units 


ee 


* Establishing a coordination mechanism across networks to expedite trials, track incidence 
across sites and project future capacity 


4. Advance vaccine development by: 


* Creating a collaborative framework to share insights into natural immunity and vaccine 
candidate-induced immune response by: 
* Mapping epitopes and developing assays 
# Establishing protocols for sampling and immunological analyses and reagents 
* Collecting clinical data on immunological responses and endpoints, to enable meta- 
analysis of correlates of protection 
ze Engaging with regulators on surrogate endpoints for clinical evaluation 


“This powerful public-private partnership will focus and expedite R&D activities required to combat 
COVID-19," says Maria C. Freire, Ph.D., President and Executive Director, FNIH. “working in lock-step, 
the public and private sectors will maximize the chances of success and provide a roadmap to pre- 
emptively manage future threats.” 


About the Foundation for the National Institutes of Health: The Foundation for the National 
Institutes of Health creates and manages alliances with public and private institutions in support of the 
mission of the NIH, the world’s premier medical research agency. The Foundation, also known as the FNIH, 
works with its partners to accelerate biomedical research and strategies against diseases and health 
concerns in the United States and across the globe. The FNIH organizes and administers research projects; 
supports education and training of new researchers; organizes educational events and symposia; and 
administers a series of funds supporting a wide range of health issues. Established by Congress in 1990, 
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the FNIH is a not-for-profit 501(c)(3) charitable organization. For additional information about the 
FNIH, please visit fnih.org(link is external) < Caution-http://www. fnih.org/ > 


About the National Institutes of Health (NIH): NIH, the nation's medical research agency, includes 27 
Institutes and Centers and is a component of the U.S. Department of Health and Human services. NIH is the 
primary federal agency conducting and supporting basic, clinical, and translational medical research, and 
is investigating the causes, treatments, and cures for both common and rare diseases. For more 
information about NIH and its programs, visit Caution-www.nih.gov < Caution-https://www.nih.gov/ > . 


NIH..Turning Discovery Into Health® 


CLASSIFICATION: UNCLASSIFIED 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 4/13/2020 1:44:17 PM. 

To: Daniel Skovronsky [ b6 Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange 
Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf] 

Subject: RE: COVID-19 and public private partnership 


Sorry Dan, correction, the name is ACTIV (Accelerating COVID-19 Therapeutic Interventions and Vaccines). Like | said, 
moving fast... 


From: Wholley, David (FNIH) [T] 

Sent: Monday, April 13, 2020 9:38 AM 

To: Daniel Skovronsky < b6 Collins, Francis (NIH/OD) [E] < b6 
Subject: RE: COVID-19 and public private partnership 


Hi, Dan: 

Great to hear your interest in being involved in the PPP, which we have decided to call ACTIVE (Accelerating COVID-19 
Therapeutic Interventions and Vaccine Evaluations). Things are moving fast—we have put together four Working 
Groups, one for each of the four areas named in action items. The Vaccine group is meeting this morning now as a 
matter of fact, the Therapeutics — Clinical group at noon today, and the other two groups (TX- Preclinical, and Clinical 
Trial Capacity) tomorrow. They will continue to meet at least twice a week. FNIH is staffing this with subcontracted 
support from Deloitte. 


If you are interested in having people sit on these groups please let me know and | will connect them to the right 

folks. The latest rosters for all four groups are attached so you know what we are looking for. There will also be a 
meeting of the larger executive group — the PPP Leadership Group next Wednesday April 22 from 10-11. | will make sure 
you get an invitation to that. The roster of who attends that meeting, as well as the full notes from our first meeting, 
are attached. Please let me know if you have any other questions. 


David Wholley 

From: Daniel Skovronsky v6 
Sent: Monday, April 13, 2020 8:16 AM 

To: Collins, Francis (NIH/OD) [E] b6 
Cc: Wholley, David (FNIH) [T] b6 


Subject: RE: COVID-19 and public private partnership 


Francis, 

Thank you for the offer, yes | would be very pleased to be directly involved in this effort. We're working on a number of 
potential COVID-19 therapeutics at Lilly, several in direct collaboration with NIH. We remain grateful for your personal 
involvement and NIH’s leadership here, which is making a big difference. And we are ready to help in any way possible. 
Let me know how to join up. 

Warm regards, 

Dan 


Daniel Skovronsky 
Chief Scientific Officer 
Eli Lilly and Company 
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cell b6 


From: Collins, Francis (NIH/OD) [E] v6 
Sent: Sunday, April 12, 2020 10:07 PM 

To: Daniel Skovronsky < v6 

Cc: Wholley, David (FNIH) [T] < v6 


Subject: [EXTERNAL] COVID-19 and public private partnership 

EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Dear Dan, 
The COVID-19 global pandemic presents a profound challenge to our biomedical research ecosystem. All barriers have 
to be knocked down to accelerate the development of safe and effective therapies and vaccines. Accordingly, | 
partnered with the Foundation for NIH to convene a group of representatives from industry, academia, NIH, FDA, and 
EMA on April 3, 2020. The group agreed that this is a time for cross-sector collaboration and coordination, and 


authorized the formation of four working groups, as outlined in the attachment. 


Those groups are quickly coming together, and | wanted to let you know about this development. Please let me know if 
you would like to be directly involved. Either way, | will try to keep you informed. 


Best wishes, Francis 


Francis S, Collins, M.D., Ph.D. 
Director, National Institutes of Health 
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From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/17/2020 4:16:13 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Ls Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wholley, David (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Meltzer, Abbey (FNIH) [T] 
[/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak] 


Subject: FW: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 
Flag: Follow up 
Francis, 


| have just received this invitation to participate on the call that Mark McClellan and the Alexandria Summit are 
organizing. Itis a very late invitation but, in fairness, they did not know what we were doing. 


Steve Paul strongly suggests that you consider joining the call during Panel 2 (please take a look at the participants) to 
talk about what this PPP can do that industry cannot do by themselves. We already know Yancopoulos’ position and we 
have Vir represented in ACTIV, 


The bottom line is that | agree with Steve that if someone is going to join, it should be someone from the NIH, not the 
FNIH. Thoughts? M. 


From: Lynne Zydowsky < b6 

Sent: Friday, April 17, 2020 10:53 AM 

To: Freire, Maria (FNIH) [T] < b6 

Ce: b6 Marianne Hamilton Lopez, Ph.D. < v6 

q b6 < b6 ‘Emily Sheridan’ < b6 

Subject: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 
Importance: High 


Maria, 


As you know we are organizing the webinar for Monday, April 20 to focus on the critical issues with scaling 

therapeutic responses. **Below is the near final agenda. This has all come together very fast and we would love to 
have you participate on Session 2 as a panelist. | realize this is a late ask but if your willing to join us we will get back to 
you quickly with logistics. We are not having prep calls (except to test out the ZOOM platform) but allowing the 
discussions to be more spontaneous. Mark (copied) will moderate the sessions and each panelist will have 5-7 minutes 
to make comments before we go to questions. We now have almost 400 people registered. Hope all is well! 


Best, 
Lynne, Mark & Joel 


Developing a Therapeutic Response to COVID-19 
Monday 4/20/20 at 12:30 — 2:30 pm ET 
A Webinar by the Duke Margolis Center for Health Policy and the Alexandria Summit 
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Objective: To explore issues, strategies, and policies for achieving and scaling therapeutic responses to COVID-19. 


12:30 pm Welcome and Overview: Envisioning a Path Forward 
¢ Mark McClellan, Duke-Margolis Center for Health Policy 
¢ Scott Gottlieb, American Enterprise Institute 


12:40 pm Session One: Accelerating COVID-19 Therapeutics 
Panelists will explore the status of promising therapeutics, challenges to development, and strategies and 
policies needed to achieve regulatory approval and scale. 
* George Scangos, Vir Biotechnology, Inc. 
« George D. Yancopoulos, Regeneron Pharmaceuticals 
* Chad Robins, Adaptive Biotechnologies 


1:10 pm Session Two: Better and Faster COVID-19 Clinical Trials 
Panelists will consider strategies for developing, accelerating, and conducting clinical trials for therapeutic 
treatments, with a focus on trial criteria, data collection, and outcome measures. 
e Luciana Borio, Q-Tel; former National Security Council, Medical and Biodefense Preparedness 
« Pamela Tenaerts, Clinical Trials Transformation Initiative 
¢ Robert Walker, Biomedical Advances Research and Development Authority, U.S. Department of Health 
and Human Services 


1:40 pm Session Three: Real World Evidence for Better Coverage and Access 
Panelists will focus on the potential role of real world evidence to understand the use of new therapeutics for 
COVID-19, especially those approved under accelerated pathways and with limited post-clinical trial data. 
« Amy Abernethy, Food and Drug Administration, U.S. Department of Health and Human Services 
e — Jeff Allen, Friends of Cancer Research 
e Emily O’Brien, Duke University 
e Steve Miller, Express Scripts/Cigna 


2:25 pm Closing Remarks 
¢ Joel Marcus, Alexandria Summit; Alexandria Real Estate Equities, Inc./Alexandria Venture Investments 
Lynne Zydowsky, Alexandria Summit; Alexandria Real Estate Equities, Inc./Alexandria Venture 
Investments 


e@ Mark McClellan, Duke-Margolis Center for Health Policy 


2:30 pm Adjourn 
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From: Parker, Ashley (NIH/OD) {€] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=306B2244466140F AASSAAAAFEOGEBD70-PARKERAS] 


Sent: 4/17/2020 3:58:15 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Myles, Renate (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Melencio, Cheryl (FNIH) 
[7] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc] 

Subject: ACTIV Industry and Private Partners Emails 

Attachments: ACTIV Industry_Private Partners Email List updated 041720.xIsx 


Hi Francis, 


Attached is the most recent email list for ACTIV industry and private partners. | am working closely with David's team to 
manage any changes and we will update you as needed. 


As you know, we also have a full master list which includes all ACTIV participants — NIH, other federal agencies, 
academia, industry/private partners, and FNIH. 


Thanks, 
Ashley 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/17/2020 4:48:16 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Myles, Renate (NIH/OD) {E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak] 

Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 


Flag: Follow up 


More info: if you are interested, they will give you a special solo slot. Not part of any panel. 


From: Freire, Maria (FNIH) [T] 
Sent: Friday, April 17, 2020 12:16 PM 


To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Myles, Renate (NIH/OD) [E] < v6 Wholley, David (FNIH) [T] < b6 Meltzer, Abbey 
(FNIH) (T] < b6 


Subject: FW: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 
Importance: High 


Francis, 


| have just received this invitation to participate on the call that Mark McClellan and the Alexandria Summit are 
organizing. It is a very late invitation but, in fairness, they did not know what we were doing. 


Steve Paul strongly suggests that you consider joining the call during Panel 2 (please take a look at the participants) to 
talk about what this PPP can do that industry cannot do by themselves. We already know Yancopoulos’ position and we 
have Vir represented in ACTIV. 


The bottom line is that | agree with Steve that if someone is going to join, it should be someone from the NIH, not the 
FNIH. Thoughts? M. 


From: Lynne Zydowsky b6 

Sent: Friday, April 17, 2020 10:53 AM 

To: Freire, Maria (FNIH) [T] < b6 

Ce: mark.mecieila v6 Marianne Hamilton Lopez, Ph. v6 

q b6 b6 ; ‘Emily Sheridan’ b6 

Subject: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 
Importance: High 


Maria, 
As you know we are organizing the webinar for Monday, April 20 to focus on the critical issues with scaling 
therapeutic responses. **Below is the near final agenda. This has all come together very fast and we would love to 


have you participate on Session 2 as a panelist. | realize this is a late ask but if your willing to join us we will get back to 
you quickly with logistics. We are not having prep calls (except to test out the ZOOM platform) but allowing the 
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discussions to be more spontaneous. Mark (copied) will moderate the sessions and each panelist will have 5-7 minutes 
to make comments before we go to questions. We now have almost 400 people registered. Hope all is well! 


Best, 
Lynne, Mark & Joel 


Developing a Therapeutic Response to COVID-19 
Monday 4/20/20 at 12:30 - 2:30 pm ET 
A Webinar by the Duke Margolis Center for Health Policy and the Alexandria Summit 


Objective: To explore issues, strategies, and policies for achieving and scaling therapeutic responses to COVID-19. 


12:30pm Welcome and Overview: Envisioning a Path Forward 
* Mark McClellan, Duke-Margolis Center for Health Policy 
e Scott Gottlieb, American Enterprise Institute 


12:40 pm Session One: Accelerating COVID-19 Therapeutics 
Panelists will explore the status of promising therapeutics, challenges to development, and strategies and 
policies needed to achieve regulatory approval and scale. 
* George Scangos, Vir Biotechnology, Inc. 
* George D. Yancopoulos, Regeneron Pharmaceuticals 
* Chad Robins, Adaptive Biotechnologies 


1:10 pm Session Two: Better and Faster COVID-19 Clinical Trials 
Panelists will consider strategies for developing, accelerating, and conducting clinical trials for therapeutic 
treatments, with a focus on trial criteria, data collection, and outcome measures. 
e Luciana Borio, Q-Tel; former National Security Council, Medical and Biodefense Preparedness 
e Pamela Tenaerts, Clinical Trials Transformation Initiative 
e Robert Walker, Biomedical Advances Research and Development Authority, U.S. Department of Health 
and Human Services 


1:40 pm Session Three: Real World Evidence for Better Coverage and Access 
Panelists will focus on the potential role of real world evidence to understand the use of new therapeutics for 
COVID-19, especially those approved under accelerated pathways and with limited post-clinical trial data. 
e Amy Abernethy, Food and Drug Administration, U.S. Department of Health and Human Services 
¢ Jeff Allen, Friends of Cancer Research 
e Emily O’Brien, Duke University 
e Steve Miller, Express Scripts/Cigna 


2:25 pm Closing Remarks 
* Joel Marcus, Alexandria Summit; Alexandria Real Estate Equities, Inc./Alexandria Venture Investments 
«Lynne Zydowsky, Alexandria Summit; Alexandria Real Estate Equities, Inc./Alexandria Venture 
Investments 
* Mark McClellan, Duke-Margolis Center for Health Policy 


2:30 pm Adjourn 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/14/2020 12:03:51 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e596778304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: FW: Recap and next steps from the Vaccine Working Group 

Attachments: 2020-04-13 Working Group Meeting recap thoughts.docx; 2020-04-13 Working Group proposed process.docx 


From: Santos, Michael (FNIH) [T] < b6 

Sent: Monday, April 13, 2020 9:45 PM 

To: Wholley, David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 Adam, Stacey 
(FNIH) [T] < b6 Tountas, Karen (FNIH) [T] < b6 James, Stephanie (FNIH) [T] 

< b6 


Subject: FW: Recap and next steps from the Vaccine Working Group 
Hi all, 

Attached is what we sent our co-chairs for the Vx WG. 

To summarize: 


Content: 
e Synthesizing information in key topic areas (natural history studies, vaccine-associated disease enhancement, 
viral genetic evolution) was identified as valuable. 
© There's an opportunity to prospectively standardize preclinical and clinical immunological assays to facilitate 
identification of correlates of protection 
¢@  There’s a need to plan for the end-to-end process of vaccine development and delivery, including large efficacy 
RCTs and manufacturing at global scale. 


Process: 
© Group will give feedback on how to prioritize activities 
@ Next WG meeting will decide on actions and assign owners and team members 


We’re meeting with the Vaccines co-chairs tomorrow at 7am. 


Thanks, 
Mike 


Michael Santos, PhD 
As Vice President, Science | Foundation for the National Institutes of Health 
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From: bé6 [ b6 

Sent: 4/21/2020 7:49:56 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


cc: b6 [ b6 
Subject: ACTIV 

Flag: Follow up 

Hi 


I look forward to the ACTIV meetings . 
Tomorrow I will call in w 30 min delayed to our 10-11 am meeting as I am speaking at a corporate web cast 
that ends 1030 


Sorry for that inconvenience 
b6 


Sent from my iPhone 
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From: 


Sent: 
To: 


cc; 


Subject: 


Francis, 


Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 
4/21/2020 7:23:33 PM 

Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 
COVID Clinical Trial Timelines 


(&) 6) 


| hope to have a revised set of slides to you in about an hour by the way, which should include all of your requested 
changes and some others that have come in. The only changes that we will not have will be those from the Vaccines 
group; the earliest Mike Santos could get time from his co-chairs to discuss is 6 or 7 this evening. 


David 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/21/2020 8:04:21 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: BARDA director leaves to helm NIH coronavirus program 

Flag: Follow up 

WHAT??? 

From: Lynne Zydowsky < v6 

Sent: Tuesday, April 21, 2020 3:56 PM 

To: Freire, Maria (FNIH) [T] < b6 


Subject: Fwd: BARDA director leaves to helm NIH coronavirus program 


Lynne Zydowsky 
b6 


Begin forwarded message: 


From: Krystal Garcia < b6 

Date: April 21, 2020 at 12:51:44 PM PDT 

To: Monica Beam < b6 Conley Jones < b6 Jenna Foger 

a b6 Kelly Nissen < b6 Malia Smith < b6 Lynne Zydowsky 
< b6 Lynne Zydowsky < b6 Orli Kadoch 

< b6 


Subject: FW: BARDA director leaves to helm NIH coronavirus program 


Sent: Tuesday, April 21, 2020 12:51:12 PM (UTC-08:00) Pacific Time (US & Canada) 
To: Krystal Garcia 
Subject: BARDA director leaves to helm NIH coronavirus program 


BARDA director leaves to helm NIH coronavirus program 
By Sarah Owermohle 
04/21/2020 03:50 PM EDT 


Rick Bright has stepped down as director of the Biomedical Advanced Research and Development Authority to 
lead a new NIH initiative aimed at speeding up coronavirus vaccine and treatment options. 
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The NIH program, announced last week, will provide guidance to drugmakers and federal agencies about which 
vaccine and treatment candidates seem most promising and how to test them quickly. Sixteen companies along 
with the CDC and FDA have signed on to the project, dubbed ACTIV. 


At BARDA, Bright oversaw hundreds of millions of dollars in funding for potential vaccines and treatments, 
including a vaccine candidate that NIH is developing with Moderna and one from Johnson & Johnson, BARDA. 
also manages a government stockpile of 30 million-plus hydroxychloroquine and chloroquine pills that 
companies donated after FDA authorized emergency use — a move criticized by some health officials because 
of scant evidence of the drugs' effectiveness against coronavirus. 


Bright joined BARDA a decade ago to head up its influenza division and has led the agency for over three 
years. He is transferring to NIH "as part of a bold plan to accelerate the development and deployment of novel 
point-of-care testing platforms," an HHS spokesperson said. 


"Dr. Bright brings extensive experience and expertise in facilitating powerful public-private partnerships that 
advance the health and well-being of the American people,” the spokesperson added. 


Bright's departure from BARDA was first reported by Stat News . 


Gary Disbrow, director of the division of chemical, biological, radiological and nuclear medical 
countermeasures at HHS, will serve as the acting director of BARDA. 


To view online: 
https://subscriber.politicopro.con/health-care/whiteboard/2020/04/barda-director-leaves-to-helm-nih- 
coronavirus-program-3979633 


You received this POLITICO Pro content because your customized settings include: Health, Vaccines, 
Infectious Diseases, Drugs and Pharmaceuticals, Clinical Trials and Research. To change your alert settings, 
please go to https://subscriber.politicopro.com/settings. 


This email alert has been sent for the exclusive use of POLITICO Pro subscriber, b6 . Forwarding 
or reproducing the alert without the express, written permission of POLITICO Pro is a violation of copyright 
law and the POLITICO Pro subscription agreement. 


Copyright © 2020 by POLITICO LLC. To subscribe to Pro, please go to politicopro.com. 


This email was sent to b6 by: 
POLITICO, LLC 

1000 Wilson Blvd. 

Arlington, VA 22209 

USA. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/21/2020 11:40:43 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Anderson, Margaret 


[ b6 
Ce: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs] 
Subject: ACTIV Daily Update 20200421 final.pptx 


Attachments: ACTIV Daily Update 20200421 final.pptx 


For today’s call 
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From: 


Sent: 
To: 


cc: 


Subject: 


Flag: 


Brennan, Patti (NIH/NLM) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=A15FB17E820C4A4 18B87B86DB1DFD6FF-BRENNANPF] 

4/17/2020 9:53:27 PM. 

Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Austin, Christopher 
(INIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabe42247548e5967 78304f781f-austinc]; Gregurick, Susan (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e06fcd4c9c5449fb3151183fLadf35e-greguricksk] 

Sheehan, Jerry (NIH/NLM) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2f6f3188d75847c59eSd8f2b2eed2bae-sheehanjr] 

Re: Elsevier offer to support ACTIV Partnership 


Follow up 


thanks Francis 
(copy to Jerry for review) 


Elsevier is a partner in the CORD-19 data set (contributing machine processible articles) 


| will share this with Jerry Sheehan, who is managing our relationship with the publishers 


Best 
Patti 


Patricia Platley Brennan, RN, PhD 

Director, National Library of Medicine 
Investigator, National Institute of Nursing Research 
National Institutes of Health 

US Department of Health and Human Services 


Telework: 830-SPM and by appointment 


From: "Collins, Francis (NIH/OD) [E]" < b6 

Date: Friday, April 17, 2020 at 5:51 PM 

To: "Wholley, David (FNIH) [T]" < b6 “Austin, Christopher (NIH/NCATS) [E]" 

q b6 Patti Brennan < b6 “Gregurick, Susan (NIH/OD) [E]" 
< b6 


Subject: FW: Elsevier offer to support ACTIV Partnership 


FYI, in case this is of any interest... 


From: Falk-Krzesinski, Holly (ELS-NYC) < b6 

Sent: Friday, April 17, 2020 12:49 PM 

To: Gallin, John (OD) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 

Ce: Zajicek, Anne (NIH/OD) [E] < b6 Neumann, Ron (NIH/CC/NMD) [E] < b6 
Eckstein, David (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
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Lauer, Michael (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 
Subject: Elsevier offer to support ACTIV Partnership 


Dear Dr. Gallin and Dr. Collins: 


| hope you and your families—and those of your staffs—are all safe and healthy in these 
extraordinary and difficult times. With the announcement of the ACTIV Partnership today, I’m 
reaching out to offer that Elsevier may be able to help the joint effort to accelerate research and care 
for COVID-19. 


One examnle of resources we have to contribute to the, effort is (b) (4) LL 
In addition, (b) (4) 
(b) (4) 


| would be very happy to arrange a call to discuss our capabilities in more detail and how they might 
add value to the ACTIV partnership. 


Further, I'd like to share other offerings we've already made available to the community to help 
combat the COVID-19 pandemic, which augments our ongoing effort of sharing COVID-19 relevant 
full text content from the (b) @) 


) @) 
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o)@) 


In closing, | want to offer my deep personal gratitude for the NIH’s leadership during these 


unprecedented times. 


Kind regards, 
Holly 


"Alone we can do so litte; together we om 0 50 7 


Holly J. Falk-Krzesinski, PhD (she/herhers) 

Vioe President, Research Intelligence 

Co-chair, Gender Working Group 

Advisory Board Member, Intemational Centar for the Study of Research 
Global Strategic Networks | ELSEVIER 


Adjunct Senior instructor, Philanthropy and Nonprofit Organizations 


School of Professional Studies | Northwestern University 


453 Cedar Court South, Buffalo Grove. iL 60089 USA 
b6 Mobile | b6 
Executive Assistant: Lisa Gill, b6 b 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/17/2020 9:51:26 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Myles, Renate (NIH/OD) {E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wood, Gretchen (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus) 

Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 


Flag: Follow up 


They usually do not require slides but | will ask. What you did in the press conference today was spectacular. | would do 
just that, frankly. 


I'll tell them that is the only window you have and see what happens. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, April 17, 2020 5:49 PM 

To: Freire, Maria (FNIH) [T] < b6 

Cc: Myles, Renate (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Meltzer, Abbey 
(FNIH) [T] < b6 Wood, Gretchen (NIH/OD) [E] < b6 McManus, Ayanna (NIH/OD) [E) 
< b6 

Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 


Aha, that would work better. If | could go first from 12:40 to 1 pm, that would be less catastrophic for my 
schedule. 


| might need David to help me put together a few slides. 


FC 


From: Freire, Maria (FNIH) [T] b6 

Sent: Friday, April 17, 2020 12:48 PM 

To: Collins, Francis (NIH/OD) [E] b6é 

Cc: Myles, Renate (NIH/OD) [E] ; Wholley, David (FNIH) [T] b6 Meltzer, Abbey 
(FNIH) [T] b6 

Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 


More info: if you are interested, they will give you a special solo slot. Not part of any panel. 


From: Freire, Maria (FNIH) [T] 
Sent: Friday, April 17,2020 12:16 PM 
To: Collins, Francis (NIH/OD) [E] b6 
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Cc: Myles, Renate (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Meltzer, Abbey 
(FNIH) [7] b6 

Subject: FW: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 

Importance: High 


Francis, 


| have just received this invitation to participate on the call that Mark McClellan and the Alexandria Summit are 
organizing. It is a very late invitation but, in fairness, they did not know what we were doing. 


Steve Paul strongly suggests that you consider joining the call during Panel 2 (please take a look at the participants) to 
talk about what this PPP can do that industry cannot do by themselves. We already know Yancopoulos’ position and we 
have Vir represented in ACTIV. 


The bottom line is that | agree with Steve that if someone is going to join, it should be someone from the NIH, not the 
FNIH, Thoughts? M. 


From: Lynne Zydowsky b6 

Sent: Friday, April 17, 2020 10:53 AM 

To: Freire, Maria (FNIH) [T] b6 

Ce: b6 Marianne Hamilton Lopez, Ph.D. b6 

\ b6 b6 ; ‘Emily Sheridan’ b6 

Subject: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 
Importance: High 


Maria, 


As you know we are organizing the webinar for Monday, April 20 to focus on the critical issues with scaling 

therapeutic responses. **Below is the near final agenda. This has all come together very fast and we would love to 
have you participate on Session 2 as a panelist. | realize this is a late ask but if your willing to join us we will get back to 
you quickly with logistics. We are not having prep calls (except to test out the ZOOM platform) but allowing the 
discussions to be more spontaneous. Mark (copied) will moderate the sessions and each panelist will have 5-7 minutes 
to make comments before we go to questions. We now have almost 400 people registered. Hope all is well! 


Best, 
Lynne, Mark & Joel 


Developing a Therapeutic Response to COVID-19 
Monday 4/20/20 at 12:30 — 2:30 pm ET 
A Webinar by the Duke Margolis Center for Health Policy and the Alexandria Summit 


Objective: To explore issues, strategies, and policies for achieving and scaling therapeutic responses to COVID-19. 
12:30 pm Welcome and Overview: Envisioning a Path Forward 

¢ Mark McClellan, Duke-Margolis Center for Health Policy 

* — Scott Gottlieb, American Enterprise Institute 
12:40 pm Session One: Accelerating COVID-19 Therapeutics 


Panelists will explore the status of promising therapeutics, challenges to development, and strategies and 
policies needed to achieve regulatory approval and scale. 
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e George Scangos, Vir Biotechnology, Inc. 
e George D. Yancopoulos, Regeneron Pharmaceuticals 
e Chad Robins, Adaptive Biotechnologies 


1:10 pm Session Two: Better and Faster COVID-19 Clinical Trials 
Panelists will consider strategies for developing, accelerating, and conducting clinical trials for therapeutic 
treatments, with a focus on trial criteria, data collection, and outcome measures. 
e Luciana Borio, Q-Tel; former National Security Council, Medical and Biodefense Preparedness 
e Pamela Tenaerts, Clinical Trials Transformation Initiative 
e Robert Walker, Biomedical Advances Research and Development Authority, U.S. Department of Health 
and Human Services 


1:40 pm Session Three: Real World Evidence for Better Coverage and Access 
Panelists will focus on the potential role of real world evidence to understand the use of new therapeutics for 
COVID-19, especially those approved under accelerated pathways and with limited post-clinical trial data. 
« Amy Abernethy, Food and Drug Administration, U.S. Department of Health and Human Services 
° Jeff Allen, Friends of Cancer Research 
¢ Emily O’Brien, Duke University 
e Steve Miller, Express Scripts/Cigna 


2:25 pm Closing Remarks 
e Joel Marcus, Alexandria Summit; Alexandria Real Estate Equities, Inc./Alexandria Venture Investments 
e Lynne Zydowsky, Alexandria Summit; Alexandria Real Estate Equities, Inc./Alexandria Venture 
Investments 
e@ Mark McClellan, Duke-Margolis Center for Health Policy 


2:30 pm Adjourn 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/17/2020 10:42:56 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Meltzer, Abbey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Wood, Gretchen (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs]; McManus, Ayanna (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus) 

Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 


Flag: Follow up 


OK! You got it: 12:45 — 1pm ET on Monday — no slides, just conversation (same for everyone). |’ll ask them to send you 
an invitation, copying Ayanna, Gretchen and Renate. Have a great weekend, Francis. What a week! M. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, April 17, 2020 5:49 PM 

To: Freire, Maria (FNIH) [T] < b6 

Cc: Myles, Renate (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Meltzer, Abbey 
(FNIH) [T] < b6 Wood, Gretchen (NIH/OD) [E] < b6 McManus, Ayanna (NIH/OD) [E] 
< b6 

Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 


Aha, that would work better. If | could go first from 12:40 to 1 pm, that would be less catastrophic for my 
schedule, 


| might need David to help me put together a few slides. 


FC 


From: Freire, Maria (FNIH) [T] b6 

Sent: Friday, April 17, 2020 12:48 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Myles, Renate (NIH/OD) [E] - ; Wholley, David (FNIH) [T] < b6 Meltzer, Abbey 
(FNIH) [7] b6 

Subject: RE: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 


More info: if you are interested, they will give you a special solo slot. Not part of any panel. 


From: Freire, Maria (FNIH) [T] 
Sent: Friday, April 17, 2020 12:16 PM 


To: Collins, Francis (NIH/OD) [E] b6 . 
Cc: Myles, Renate (NIH/OD) [E] b6 Wholley, David (FNIH) [T] b6 ; Meltzer, Abbey 
(FNIH) [T] b6 
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Subject: FW: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 
Importance: High 


Francis, 


| have just received this invitation to participate on the call that Mark McClellan and the Alexandria Summit are 
organizing. It is a very late invitation but, in fairness, they did not know what we were doing. 


Steve Paul strongly suggests that you consider joining the call during Pane! 2 (please take a look at the participants) to 
talk about what this PPP can do that industry cannot do by themselves. We already know Yancopoulos’ position and we 
have Vir represented in ACTIV. 


The bottom line is that | agree with Steve that if someone is going to join, it should be someone from the NIH, not the 
FNIH. Thoughts? M. 


From: Lynne Zydowsky b6 

Sent: Friday, April 17, 2020 10:53 AM 

To: Freire, Maria (FNIH) [T] b6 

Ce: b6 4; Marianne Hamilton Lopez, Ph.D. < v6 

b6 b6 ‘Emily Sheridan’ b6 

Subject: Alexandria Summit Duke Margolis Policy Forum Webinar on April 20 INVITATION TO SPEAK 
Importance: High 


Maria, 


As you know we are organizing the webinar for Monday, April 20 to focus on the critical issues with scaling 

therapeutic responses. **Below is the near final agenda. This has all come together very fast and we would love to 
have you participate on Session 2 as a panelist. | realize this is a late ask but if your willing to join us we will get back to 
you quickly with logistics. We are not having prep calls (except to test out the ZOOM platform) but allowing the 
discussions to be more spontaneous. Mark (copied) will moderate the sessions and each panelist will have 5-7 minutes 
to make comments before we go to questions. We now have almost 400 people registered. Hope all is well! 


Best, 
Lynne, Mark & Joel 


Developing a Therapeutic Response to COVID-19 
Monday 4/20/20 at 12:30 — 2:30 pm ET 
A Webinar by the Duke Margolis Center for Health Policy and the Alexandria Summit 


Objective: To explore issues, strategies, and policies for achieving and scaling therapeutic responses to COVID-19. 


12:30 pm Welcome and Overview: Envisioning a Path Forward 
¢ Mark McClellan, Duke-Margolis Center for Health Policy 
* Scott Gottlieb, American Enterprise |nstitute 


12:40 pm Session One: Accelerating COVID-19 Therapeutics 
Panelists will explore the status of promising therapeutics, challenges to development, and strategies and 
policies needed to achieve regulatory approval and scale. 
¢ George Scangos, Vir Biotechnology, Inc. 
« George D. Yancopoulos, Regeneron Pharmaceuticals 


COLL0000022372 


e Chad Robins, Adaptive Biotechnologies 


1:10 pm Session Two: Better and Faster COVID-19 Clinical Trials 
Panelists will consider strategies for developing, accelerating, and conducting clinical trials for therapeutic 
treatments, with a focus on trial criteria, data collection, and outcome measures. 
¢ Luciana Borio, Q-Tel; former National Security Council, Medical and Biodefense Preparedness 
«Pamela Tenaerts, Clinical Trials Transformation Initiative 
e Robert Walker, Biomedical Advances Research and Development Authority, U.S. Department of Health 
and Human Services 


1:40 pm Session Three: Real World Evidence for Better Coverage and Access 
Panelists will focus on the potential role of real world evidence to understand the use of new therapeutics for 
COVID-19, especially those approved under accelerated pathways and with limited post-clinical trial data. 
« Amy Abernethy, Food and Drug Administration, U.S. Department of Health and Human Services 
« Jeff Allen, Friends of Cancer Research 
« Emily O’Brien, Duke University 
* Steve Miller, Express Scripts/Cigna 


2:25 pm Closing Remarks 
« Joel Marcus, Alexandria Summit; Alexandria Real Estate Equities, Inc./Alexandria Venture Investments 
@ Lynne Zydowsky, Alexandria Summit; Alexandria Real Estate Equities, Inc./Alexandria Venture 
Investments 
@ Mark McClellan, Duke-Margolis Center for Health Policy 


2:30 pm Adjourn 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/25/2020 7:59:49 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ley Sharpless, Norman (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=340f3d07b6644da7aca53ab83dc066ef-sharplessne] 

Subject: Re: Serotyping in COVID-19 

Flag: Follow up 


Thanks Francis. 
Ned - thanks for the ACTIV and FNIH shoutout. Much appreciated! 


For context, (&) 6) 
(b) (5) 


Best, Maria 


On Apr 25, 2020, at 1:51 PM, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hi Maria, 


Ned Sharpless is in the lead for NIH on serology testing, and Frederick National Labs has been asked by FDA to 
do validation testing of multiple kits. Looping Ned in to see whether he thinks (b) (5) 
(b) G) 


FC 


From: Freire, Maria (FNIH) [T] < b6 
Sent: Thursday, April 23, 2020 10:30 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: FW: Serotyping in COVID-19 


Francis, 


Paul has said this (b) 6) 
(b) (5) M. 


From: Paul Herrling b6 

Sent: Wednesday, April 22, 2020 2:59 PM 

To: Freire, Maria (FNIH) [T] b6 > 
Subject: Serotyping in COVID-19 

Hi Maria, 


Coming back to our discussion a few minutes ago: 


COLL0000022373 


| would like to propose to adress the issue of serotyping in the context of the COVID-19 epidemy. If a 
sufficient number of people could be tested with a relevant test we could gain a good sense of the 
level of infection in different populations and hopefully the level of immunity. These data could inform 
decisions about further measures needed in this epidemy. 

One problem is that while several test for corona virus antibodies are around they are not all of 
sufficient quality and some could be misleading. 


(b) (5) 


Kind regards, Paul 


Prof. Paul Herrling, PhD 
b6 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E 22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 4/17/2020 3:39:52 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: MCM task force and ACTIV 

ok 

From: Francis Collins < b6 

Date: Thursday, April 16, 2020 at 9:09 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 


Subject: RE: MCM task force and ACTIV 


Let’s discuss at our 8:30 tomorrow. 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Thursday, April 16, 2020 6:50 PM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: FW: MCM task force and ACTIV 


Francis, 

is this something that | can do for you, or would you prefer Cliff or Chris who are more intimately involved and 
knowledgeable about this space? 

The alternative is to have Hilary to join the ACTIV 8:30 group and have her do both roles? 


Larry 

From: "Marston, Hilary (NIH/NIAID) [E]" b6 

Date: Thursday, April 16, 2020 at 6:12 PM 

To: Francis Collins < b6 

Cc: "Tabak, Lawrence (NIH/OD) [E]" b6 “Lane, Cliff (NIH/NIAID) [E]" 

< b6 Anthony Fauci < b6 “Wholley, David (FNIH) [T]" 

< b6 "Schwetz, Tara (NIH/OD) [E]" < b6 . "Parker, Ashley (NIH/OD) [E]" 


b6 
Subject: MCM task force and ACTIV 


Dr. Collins, 

This morning, the ASPR-led Medical Countermeasures Task Force briefed Secretary Azar about their activities. As you 
know, the MCM Task Force is coordinating interagency work on therapeutics, vaccines and diagnostics — more 
information sharing than integrated effort so far. When we briefed the Secretary about the activities, he asked us about 
private sector engagement, and Dr. Kadlec mentioned ACTIV and the need to link the two efforts. To that end, what is 
the best way to form those linkages? Is there anyone on the ACTIV staff who could join the MCM Task Force? 

Attaching the briefing slides used today by way of background. 

Regards, 


Hilary 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 


Sent: 4/17/2020 12:58:21 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: ACTIV Announcement Cleared for Tomorrow at 9:00 a.m. ET 

Flag: Follow up 


Very exciting- congratulations Francis! 


On Apr 16, 2020, at 7:52 PM, Collins, Francis (NIH/OD) [E] < v6 wrote: 


This looks great! 


FC 

From: Myles, Renate (NIH/OD) [E] < v6 

Sent: Thursday, April 16, 2020 6:07 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Wolinetz, Carrie (NIH/OD) [E] < b6 Anderson, James (NIH/OD) [E] < b6 

Fauci, Anthony (NIH/NIAID) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Freire, Maria 
(FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 

Ce: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 

Wojtowicz, Emma (NIH/OD) [E] < b6 Seigfreid, Kim (NIH/OD) [E] < b6 

Fritz, Craig (NIH/OD) [E] < b6 Kolberg, Rebecca (NIH/OD) [E] < b6 Parker, Ashley 
(NIH/OD) [E] < b6 Hallett, Adrienne (NIH/OD) [E] < b6 Higgins, Lauren 
(NIH/OD) [E] < b6 Wilder, Elizabeth (NIH/OD) [E] < b6 Gilliland, Taylor (NIH/OD) [E] 
< b6 Billet, Courtney (NIH/NIAID) [E] < b6 Stover, Kathy (NIH/NIAID) [E] 

< b6 Routh, Jennifer (NIH/NIAID) [E] < b6 Meltzer, Abbey (FNIH) [T] 

< b6 Gorman, Greta (FNIH) [T] < b6 


Subject: ACTIV Announcement Cleared for Tomorrow at 9:00 a.m. ET 
Good evening: 


I'm pleased to say that the ACTIV news release has received OVP/HHS clearance and review by all 16 participating 
industry organizations in record time. The announcement will be made tomorrow at 9:00 a.m. ET. Final materials are 
attached: 


Rollout Plan 

News Release 

NIH.gov Homepage Slide 
Stakeholder Email 

Social Media Plan 

Social Media Graphics (3 total) 


Pi Se Poe 


| will share this information with the our sibling agencies and partner organizations. We are preparing the materials in 
draft now so that all items will be ready to go first thing tomorrow. 


Best, 
Renate 
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Renate Myles, MBA 

Depuly Director for Public Affairs 

Offce of Communications and Public Liaison 
Notional Institutes of Health 

‘el: b6 
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From: Wolinetz, Carrie (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=1C655040D47346C7B04D7BC11A403ECB-WOLINETZCD] 
Sent: 4/17/2020 12:58:50 AM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Myles, Renate (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Tabak, Lawrence (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!]; Anderson, James (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Fauci, Anthony 
(NIH/NIAID) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci); Lane, Cliff (NIH/NIAID) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
‘cei Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) (E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 
{/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 
(NIH/OD) [€] (/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243eSd35298-seigfreidks]; Fritz, Craig (NIH/OD) [E] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=79148d8cOcee49689fd637304bb82b42-fritzcm]; Kolberg, Rebecca (NIH/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=30071513c5a8433a98883fd78d360a91-kolbergr]; Parker, Ashley (NIH/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Hallett, Adrienne (NIH/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7ac48e4a60b2ecd1969a7 16-higgins|]; Wilder, Elizabeth (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ddbfadd505ae44e39564caa2a295164a-wildere]; Gilliland, Taylor (NIH/OD) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c864a779bdbc402c8934f4479dba7bOF-gillilandct]; Billet, Courtney 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=760Seeb349ac41138b32fe3978e3986d-billetc]; Stover, Kathy (NIH/NIAID) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c82722674ba14c2f969bd50dfaéa7af4-stoverk]; Routh, Jennifer (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e3bSbba3619344e38037ca94a7147328-routhj]; Meltzer, Abbey (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c34 1d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d491586841696e460f062-gormanmj] 
Subject: Re: ACTIV Announcement Cleared for Tomorrow at 9:00 a.m. ET 


m 


m 


m 


al 


Renate, you are amazing! 
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From: "Collins, Francis (NIH/OD) [E]" 

Date: Thu, Apr 16, 2020, 8:52 PM 

To: "Myles, Renate (NIH/OD) [E]" , "Tabak, Lawrence (NIH/OD) [E]" , "Wolinetz, Carrie (NIH/OD) [E]" , 
"Anderson, James (NIH/OD) [E]" , "Fauci, Anthony (NIH/NIAID) [E]" , "Lane, Cliff (NIH/NIAID) [E]" , 
"Freire, Maria (FNIH) [T]" , "Wholley, David (FNIH) [T]" 

CC: "Burklow, John (NIH/OD) [E]" , "Fine, Amanda (NIH/OD) [E]" , "Wojtowicz, Emma (NIH/OD) [E]" , 
"Seigfreid, Kim (NIH/OD) [E]" , "Fritz, Craig (NIH/OD) [E]" , "Kolberg, Rebecca (NIH/OD) [E]" , "Parker, 
Ashley (NIH/OD) [E]" , "Hallett, Adrienne (NIH/OD) [E]" , "Higgins, Lauren (NIH/OD) [E]" , "Wilder, 
Elizabeth (NIH/OD) [E]" , "Gilliland, Taylor (NIH/OD) [E]" , "Billet, Courtney (NIH/NIAID) [E]" , "Stover, 
Kathy (NIH/NIAID) [E]" , "Routh, Jennifer (NIH/NIAID) [E]" , "Meltzer, Abbey (FNIH) [T]" , "Gorman, 
Greta (FNIH) [T]" 

Subject: RE: ACTIV Announcement Cleared for Tomorrow at 9:00 a.m. ET 


This looks great! 


FC 

From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Thursday, April 16, 2020 6:07 PM 

To; Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Wolinetz, Carrie (NIH/OD) [E] < b6 Anderson, James (NIH/OD) [E] < b6 

Fauci, Anthony (NIH/NIAID) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Freire, Maria 
(FNIH) (T]< b6 Wholley, David (FNIH) [T] < b6 

Cc: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 

Wojtowicz, Emma (NIH/OD) [E] < b6 Seigfreid, Kim (NIH/OD) [E] < b6 

Fritz, Craig (NIH/OD) [E] < b6 Kolberg, Rebecca (NIH/OD) [E] < b6 Parker, Ashley 
(NIH/OD) [E] < b6 Hallett, Adrienne (NIH/OD) [E] < b6 Higgins, Lauren 
(NIH/OD) [E] < b6 Wilder, Elizabeth (NIH/OD) [E] < b6 Gilliland, Taylor (NIH/OD) [E] 
< b6 Billet, Courtney (NIH/NIAID) [E] < b6 Stover, Kathy (NIH/NIAID) [E] 

< b6 Routh, Jennifer (NIH/NIAID) [E] < v6 Meltzer, Abbey (FNIH) [T] 

< b6 Gorman, Greta (FNIH) [1] < b6 


Subject: ACTIV Announcement Cleared for Tomorrow at 9:00 a.m. ET 
Good evening: 


I'm pleased to say that the ACTIV news release has received OVP/HHS clearance and review by all 16 participating 
industry organizations in record time. The announcement will be made tomorrow at 9:00 a.m. ET. Final materials are 
attached: 


Rollout Plan 

News Release 

NIH.gov Homepage Slide 
Stakeholder Email 

Social Media Plan 

Social Media Graphics (3 total) 


OWE © hie 


| will share this information with the our sibling agencies and partner organizations. We are preparing the materials in 
draft now so that all items will be ready to go first thing tomorrow. 


Best, 
Renate 


Renale Myles, MBA 


Director for 


COLL0000022382 


Public Liaison 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/17/2020 11:52:44 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras] 

Subject: ACTIV Daily Update 20200417 (final.pptx 

Attachments: ACTIV Daily Update 20200417 (final.pptx 


Please see powerpoint summary of ACTIV status for this morning’s war room call. David 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A1823C18522-MYLESR] 


Sent: 4/16/2020 4:56:20 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Le 4 Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 

‘o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425eSecd-wojtowiczem]; Tabak, Lawrence 

(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!]; Wolinetz, Carrie (NIH/OD) [E] 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Parker, Ashley (NIH/OD) 

[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa95aaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Meltzer, Abbey (FNIH) [T] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak] 

Subject: RE: PLEASE REVIEW: HHS Cleared Release (Still Needs to Go To OVP) 

Attachments: CLOSE_HOLD_NIH_OD_ACTIV_PPP_Release_4.16.2020 Clean.docx 


Flag: Follow up 

Thanks, Francis. Clean version was sent to OVP. | still have not heard from: 
1. AstraZeneca 

2. GlaxoSmithKline 

3. Takeda 


Let me know how you would like to proceed if we don’t get a response from these organizations by the time we receive 
the greenlight from OVP. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, April 16, 2020 12:21 PM 

To: Myles, Renate (NIH/OD) [E] < b6 

Ce: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 
Wojtowicz, Emma (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Wolinetz, Carrie (NIH/OD) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 
Wholley, David (FNIH) [T] < b6 Meltzer, Abbey (FNIH) [T] < b6 


Subject: RE: PLEASE REVIEW: HHS Cleared Release (Stil| Needs to Go To OVP) 
Looks good, see a couple of responses. Fine with me to proceed to OVP. 


FC 


From: Myles, Renate (NIH/OD) [E] < be 

Sent: Thursday, April 16, 2020 12:11 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Burklow, John (NIH/OD) [E] b6 >; Fine, Amanda (NIH/OD) [E] b6 
Wojtowicz, Emma (NIH/OD) [E] v6 Tabak, Lawrence (NIH/OD) [E] b6 
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Wolinetz, Carrie (NIH/OD) [E] b6 
Wholley, David (FNIH) [T] < bé 


Importance: High 


Hi Francis: 


; Parker, Ashley (NIH/OD) [E] 
Meltzer, Abbey (FNIH) [T] 
Subject: PLEASE REVIEW: HHS Cleared Release (Still Needs to Go To OVP) 


Attached are the tracked changes from HHS (mostly FDA, ASPR, and ASPE). I’ve also added quotes from Paul Stoffels and 
Maria Freire. Please review and let me know if you're okay with these changes; I’m happy to jump ona call with you to 
talk through them if it’s helpful. Once you’ve reviewed, | need to send it back to HHS ASPA who will send it to OVP 


communications. 


Note that I’m still waiting to hear from the following companies: 


Approvals Received are Highlighted: 
AbbVie 

AstraZeneca 

GlaxoSmithKline 

Johnson & Johnson 

KSQ Therapeutics 

Takeda 


8 Et PERS Es 


I’ve pinged them. 


Thanks, 
Renate 


Renate Myles, MBA 


Office of Corn 
National Institute: 


tal b6 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B369 2A 1823C18522-MYLESR] 


Sent: 4/16/2020 4:11:13 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 

(o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425eSecd-wojtowiczem]; Tabak, Lawrence 

(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Wolinetz, Carrie (NIH/OD) [E] 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Parker, Ashley (NIH/OD) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Wholley, David (FNIH) [T] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Meltzer, Abbey (FNIH) [T] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak] 

Subject: PLEASE REVIEW: HHS Cleared Release (Still Needs to Go To OVP) 

Attachments: CLOSE_HOLD_NIH_OD_ACTIV_PPP_Release_4.16.2020.docx 


Flag: Follow up 
Hi Francis: 


Attached are the tracked changes from HHS (mostly FDA, ASPR, and ASPE). I’ve also added quotes from Paul Stoffels and 
Maria Freire. Please review and let me know if you’re okay with these changes; I’m happy to jump ona call with you to 
talk through them if it’s helpful. Once you’ve reviewed, | need to send it back to HHS ASPA who will send it to OVP 
communications. 


Note that I’m still waiting to hear from the following companies: 


Approvals Received are Highlighted: 
AbbVie 

AstraZeneca 

GlaxoSmithKline 

Johnson & Johnson 

KSQ Therapeutics 

Takeda 


iS 2 Oe 


I've pinged them. 


Thanks, 
Renate 


COLL0000022413 


From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B369 2A 1823C18522-MYLESR] 
Sent: 4/16/2020 10:07:23 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Wolinetz, Carrie (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Anderson, James 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Fauci, Anthony 
(NIH/NIAID) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci); Lane, Cliff (NIH/NIAID) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
cei Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 
{/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243eSd35298-seigfreidks]; Fritz, Craig (NIH/OD) [E] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=79148d8c0cee49689fd637304bb82b42-fritzcm]; Kolberg, Rebecca (NIH/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=30071513c5a8433a98883fd78d360a91-kolbergr]; Parker, Ashley (NIH/OD) 
{/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Hallett, Adrienne (NIH/OD) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7 ac48e4a60b2ecd1969a7 16-higgins!]; Wilder, Elizabeth (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ddbfadd505ae44e39564caa2a295164a-wildere]; Gilliland, Taylor (NIH/OD) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c864a779bdbc402c8934f4479dba7bOF-gillilandct]; Billet, Courtney 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=760Seeb349ac41138b32fe3978e3986d-billetc]; Stover, Kathy (NIH/NIAID) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c82722674ba14c2f969bd50dfaéa7af4-stoverk]; Routh, Jennifer (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e3bSbba3619344e38037ca94a71473a8-routhj]; Meltzer, Abbey (FNIH) (T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d491586841696e460f062-gormanmj] 
Subject: ACTIV Announcement Cleared for Tomorrow at 9:00 a.m. ET 
Attachments: 1-Rollout_ACTIV_4.16.2020.docx; 2-Release_NIH_ACTIV_Release_4.16.2020.docx; 3- 
Homepage_Slide_ACTIV_4.16.2020.docx; 4-Stakeholder_Email_ACTIV_4.16.2020.docx; 5- 
Social_Media_ACTIV_4.16,2020.docx; ACTIV partners.jpg; Research Goals.jpg; Collins Quote.jpg 


m 


m 


m 


Flag: Follow up 


COLL0000022421 


Good evening: 


I'm pleased to say that the ACTIV news release has received OVP/HHS clearance and review by all 16 participating 
industry organizations in record time. The announcement will be made tomorrow at 9:00 a.m. ET. Final materials are 
attached: 


1- Rollout Plan 

2- News Release 

3- NIH.gov Homepage Slide 

4- Stakeholder Email 

5- Social Media Plan 

6- Social Media Graphics (3 total) 


| will share this information with the our sibling agencies and partner organizations. We are preparing the materials in 
draft now so that all items will be ready to go first thing tomorrow, 


Best, 
Renate 


Renate Myles, MBA 
ie 


imunical 


10 Inslifules of Heallhy 


Llaisor 


COLL0000022421 


From: Marston, Hilary (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AB305609 17B942FFBASAE95D631116F3-MARSTONHD] 


Sent: 4/16/2020 10:11:41 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Fauci, Anthony (NIH/NIAID) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396094-afauci]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Schwetz, Tara (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Ob1da1e9650d44fa9a9e2d94f24bS035-schwetzta]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa9SaaaafeO6ebd70-parkeras] 

Subject: MCM task force and ACTIV 

Attachments: Medical Countermeasures Task Force_S1Brief_04152020_v8.pptx 


Flag: Follow up 

Dr. Collins, 

This morning, the ASPR-led Medical Countermeasures Task Force briefed Secretary Azar about their activities. As you 
know, the MCM Task Force is coordinating interagency work on therapeutics, vaccines and diagnostics —- more 
information sharing than integrated effort so far. When we briefed the Secretary about the activities, he asked us about 
private sector engagement, and Dr. Kadlec mentioned ACTIV and the need to link the two efforts. To that end, what is 
the best way to form those linkages? Is there anyone on the ACTIV staff who could join the MCM Task Force? 

Attaching the briefing slides used today by way of background. 

Regards, 


Hilary 


COLL0000022454 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 


Sent: 4/16/2020 10:50:26 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: MCM task force and ACTIV 

Attachments: Medical Countermeasures Task Force_S1Brief_04152020_v8.pptx 

Flag: Follow up 

Francis, 


is this something that | can do for you, or would you prefer Cliff or Chris who are more intimately involved and 
knowledgeable about this space? 
The alternative is to have Hilary to join the ACTIV 8:30 group and have her do both roles? 


Larry 

From: "Marston, Hilary (NIH/NIAID) [E]" < b6 

Date: Thursday, April 16, 2020 at 6:12 PM 

To: Francis Collins < b6 

Cc; "Tabak, Lawrence (NIH/OD) [E]" < b6 “Lane, Cliff (NIH/NIAID) [E]" 

< b6 .gov>, Anthony Fauci < b6 "Wholley, David (FNIH) [T]" 

< b6 "Schwetz, Tara (NIH/OD) [E]" < b6 "Parker, Ashley (NIH/OD) [E]" 
< b6 


Subject: MCM task force and ACTIV 

Dr. Collins, 

This morning, the ASPR-led Medical Countermeasures Task Force briefed Secretary Azar about their activities. As you 
know, the MCM Task Force is coordinating interagency work on therapeutics, vaccines and diagnostics — more 
information sharing than integrated effort so far. When we briefed the Secretary about the activities, he asked us about 
private sector engagement, and Dr. Kadlec mentioned ACTIV and the need to link the two efforts. To that end, what is 
the best way to form those linkages? Is there anyone on the ACTIV staff who could join the MCM Task Force? 

Attaching the briefing slides used today by way of background. 

Regards, 


Hilary 


COLL0000022460 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/13/2020 7:01:11 PM. 

To: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 7830478 1f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

cc: Collins, Francis (NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f4 1d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: FW: Deloitte support for Trans-NIH inventory efforts - Preclinical 


Flag: Follow up 


Sorry Chris, our notes just crossed in the ether as they say! | will respond to this with the contacts and parameters you 
request. 


From: Austin, Christopher (NIH/NCATS) [E] < b6 

Sent: Monday, April 13, 2020 2:52 PM 

To: Wholley, David (FNIH) [T] < b6 Hall, Matthew (NIH/NCATS) [E] < b6 Lo, Donald 
(NIH/NCATS) [E] < b6 Cutillo, Christine (NIH/NCATS) [E] < b6 Ford-Scheimer, 
Stephanie (NIH/NCATS) [C] < b6 Wheatley, Lisa (NIH/NIAID) [E] 

< b6 Mallia, Conrad (NIH/NIAID) [E] < b6 

Ce: Colvis, Christine (NIH/NCATS) [E] < b6 Jonson, Samantha (NIH/NCATS) [E] 

< b6 Michael, Sam (NIH/NCATS) [E] < b6 


Subject: Deloitte support for Trans-NIH inventory efforts - Preclinical 
Hi David, 


I'm writing to introduce you to the people on the core team for the Trans-NIH Preclinical Therapeutics Discovery 
initiative (Initiative #10 in Trans-NIH COVID speak). These are the people on the TO: line with you. 


I've cc’ed Sam Michael, the NCATS CIO who has been working on in-house database formats for these data, and 
Christine Colvis and Sam Jonson, who are working with you on the Preclinical FNIH PPP (ACTIV) since their work of 
course dovetails with the Trans-NIH’s group's. 


| just had a call with the Trans-NIH Preclinical group and they are eager to know who the Deloitte POC is who can help 
them determine Deloitte’s capacities for the work they need to do, and get going building the inventory. Could you (a) 
give them details on what Deloitte’s capabilities are, (b) parameters around their using them for this work (e.g., will FNIH 
be billed for every hour they use so they need to minimize use/check with you first), and (c) who they should contact at 
Deloitte to get started. 


NIH people: David Wholley is the person running the COVID initiative at FNIH; he is very experienced with other 
partnerships including AMP, Biomarkers, ADNI, PACT, etc. 


Thanks, 


Chris 


COLL0000022462 


Christopher P. Austin, M.D. 

Director 

National Center for Advancing Translational Sciences 
ie aie Institutes of Health 


National Center 
for Advancing 
Translational Sciences 


COLLABORATE. INNOVATE. ACCELERATE. 


COLL0000022462 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/15/2020 1:46:54 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: FW: Actions and comments 

Attachments: CTC WG Meeting 1 Summary in brief DRAFT.docx 


(From Karen Tountas: ) 
Attached is a high-level summary that has not been reviewed by the WG co-chairs yet. 


High level action items are to create four subgroups to work in depth on the following: 
inical Trial Network Inventory sub-WG (Inventory of networks and known capabilities) 
2. Survey Development sub-WG (Development of survey(s) and identification of target(s) to inform site 
capabilities) 
3. Patient Population sub-WG (define patient population) 
4. Innovations sub-WG (Identify innovations that will enable execution of CTs) 


COLL0000022472 


From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A1823C18522-MYLESR] 
Sent: 4/17/2020 1:01:30 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tadakl]; Wolinetz, Carrie (NIH/OD) [E] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1¢655040d47346c7004d7bc11a403ecb-wolinetzcd]; Anderson, James 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Fauci, Anthony 
(NIH/NIAID) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci); Lane, Cliff (NIH/NIAID) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
cei Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=61290b74aa9a44358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425eSecd-wojtowiczem]; Seigfreid, Kim 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243e5d35298-seigfreidks]; Fritz, Craig (NIH/OD) [E] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=79148d8cOcee49689fd637304bb82b42-fritzcm]; Kolberg, Rebecca (NIH/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=30071513c5a8433a98883fd78d360a91-kolbergr]; Parker, Ashley (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Hallett, Adrienne (NIH/OD) 
|E) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7 ac48e4a60b2ecd1969a7 16-higgins!]; Wilder, Elizabeth (NIH/OD) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ddbfaddS05ae44e39564caa2a295164a-wildere]; Gilliland, Taylor (NIH/OD) 
|] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c864a779bdbc402c8934f4479dba7bOF-gillilandct]; Billet, Courtney 
(NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=760Seeb349ac41138b32fe3978e3986d-billetc]; Stover, Kathy (NIH/NIAID) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c82722674bal4c2f969bdSOdfaéa7af4-stoverk]; Routh, Jennifer (NIH/NIAID) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e3bSbba3619344e38037ca94a71473a8-routhj]; Meltzer, Abbey (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d491586841696e460f062-gormanmj] 
Subject: ACTIV Release is Now Live 


m 


Flag: Follow up 


Good morning: 


COLL0000022478 


The ACTIV announcement is now live: https://www.nih.gov/news-events/news-releases/nih-launch-public-private- 
partnership-speed-covid-19-vaccine-treatment-options All outreach has occurred according to plan. 


Best, 
Renate 


Renate Myles, MBA 


¥ Director for Pub! 
Hons < 
Health 


fairs 


COLL0000022478 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 4/30/2020 7:31:54 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabaki]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 7830478 1f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 


Subject: RE: Reach out from WCG 
Francis, 
(b) (4), (®) (5) 
Sigh, M. 
From: Wholley, David (FNIH) [T] < b6 
Sent: Thursday, April 30, 2020 3:13 PM 
To: Freire, Maria (FNIH) [T] < b6 


Subject: FW: Reach out from WCG 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Thursday, April 30, 2020 2:38 PM 


COLL0000022517 


To: Wholley, David (FNIH) [T] b6 Adam, Stacey (FNIH) [T] < b6 
Subject: FW: Reach out from WCG 


(b) (4). &) 6) 


From: Austin, Christopher (NIH/NCATS) [E] b6 

Sent: Thursday, April 30, 2020 1:29 PM 

To: Tabak, Lawrence (NIH/OD) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 
Cliff (NIH/NIAID) [E] b6 

Subject: RE: Reach out from WCG 


(©) @). &) (5) 


(b) (4), (b) (5) Chris 


From: Tabak, Lawrence (NIH/OD) [E] b6 
Sent: Thursday, April 30, 2020 12:54 PM 


To: Collins, Francis (NIH/OD) [E] < b6 Austin, Christopher (NIH/NCATS) [E] b6 


Lane, Cliff (NIH/NIAID) [E] b6 
Subject: Reach out from WCG 


(6) (4). (&) (5) 


Reactions? 


Larry 


>; Lane, 


COLL0000022517 


From: Bill Lee v6 


Sent: 5/1/2020 10:58:28 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Linda Higgins 


[ b6 Tomas Cihlar [ b6 
Subject: RE: COVID-19 and public private partnership 
Flag: Follow up 
Francis, 


Thank you for extending the offer and your kind words. I have been in contact with David and we will interact 
next week. 


Best, 
Bill 
William A, Lee, Ph.D. 


Executive Vice President, Research 
Gilead Sciences Inc. 


b6 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Thursday, April 30, 2020 6:45 PM 
To: Bill Lee <William. b6 
Ce: Wholley, David (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Tomas Cihlar 
< b6 Linda Higgins < b6 


Subject: [EXTERNAL] RE: COVID-19 and public private partnership 
Dear Bill, 


It’s great to hear from you, and | certainly understand how crazy life must have been over the last couple of 
weeks. Congratulations on the landmark results from the remdesivir trial! 


We’d be glad to integrate Gilead staff into appropriate ACTIV working groups — | will count on David Wholley 
and his colleagues at FNIH to reach out and arrange for that to happen. 


Best regards, Francis 


From: Bill Lee b6 

Sent: Thursday, April 30, 2020 7:13 PM 

To: Collins, Francis (NIH/OD) [E] < v6 

Ce: Wholley, David (FNIH) [T] b6 ; Lane, Cliff (NIH/NIAID) [E] b6 Tomas Cihlar 
b6 Linda Higgins < b6 


Subject: RE: COVID-19 and public private partnership 


COLL0000022531 


Dear Francis, 

Let me begin by apologizing for the delayed response to your invitation, the last 2 weeks have been a very busy 
time at Gilead. If it is not too late to be counted, we would very much like to be join and actively participate in 
the Foundation for NIH collaboration for the Covid-19 pandemic. We are currently involved with the BMGF as 
well as a separate discovery partnership with Takeda and have dedicated staff to our collaboration efforts. 

At your earliest convenience, please let us know how we can contribute. 

Best regards, 

Bill 


William A. Lee, Ph.D. 
Executive Vice President, Research 


Gilead Sciences Inc. 
b6 
From: Collins, Francis (NIH/OD) [E] b6 
Sent: Sunday, April 12, 2020 7:02 PM 
To: Bill Lee b6 
Cc; Wholley, David (FNIH) [T] b6 


Subject: [EXTERNAL] COVID-19 and public private partnership 

Dear Bill, 

The COVID-19 global pandemic presents a profound challenge to our biomedical research ecosystem. All barriers have 
to be knocked down to accelerate the development of safe and effective therapies and vaccines. Accordingly, | 
partnered with the Foundation for NIH to convene a group of representatives from industry, academia, NIH, FDA, and 
EMA on April 3, 2020. The group agreed that this is a time for cross-sector collaboration and coordination, and 


authorized the formation of four working groups, as outlined in the attachment. 


Those groups are quickly coming together, and | wanted to let you know about this development. Please let me know if 
you would like to be directly involved. Either way, | will try to keep you informed. 


Best wishes, Francis 


Francis S. Collins, M.D., Ph.D. 
Director, National Institutes of Health 


COLL0000022531 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/14/2020 5:51:50 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 


Subject: Mycallwith (6) (5) —_- confidential please 
Flag: Follow up 
The gist: (b) (5) 
(&) G) 
(b) (5) 
(b) G) 
(b) (5) | will ask Joe Menetski to make sure Tom gets the action items and any notes 


out of today’s preclinical WG call. 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 


ro 
Rockville Pike 


Suite 600 North Bethesda, MD 20852 


In 2019, the FNI earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 


COLL0000022532 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 4/14/2020 6:05:31 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabaki]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc]; Parker, Ashley (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: RE: My callwith (b) (5) __- confidential please 


Yes, | think that would be a good thing to do. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Tuesday, April 14, 2020 1:54 PM 
To: Wholley, David (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Austin, 
Christopher (NIH/NCATS) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Freire, Maria 
(FNIH) (T] < b6 Parker, Ashley (NIH/OD) [E] < b6 
Subject: RE: My call with (6) (5)_—- confidential please 
Thanks for this interesting report. (b) (5) 
(&) (5) 

FC 
From: Wholley, David (FNIH) [T] b6 
Sent: Tuesday, April 14, 2020 1:52 PM 
To: Collins, Francis (NIH/OD) [E] b6 ; Tabak, Lawrence (NIH/OD) [E] b6 
Austin, Christopher (NIH/NCATS) [E] b6 Lane, Cliff (NIH/NIAID) [E] b6 >; Freire, 
Maria (FNIH) (T] b6 >; Parker, Ashley (NIH/OD) [E] b6 
Subject: My call with (6) (5) _—_—-- confidential please 
The gist: (b) (5) 

(®) 6) 

0) 6) 


COLL0000022548 


) G6) 


(b) 6) 
(b) (5) | will ask Joe Menetski to make sure Tom gets the action items and any notes 
out of today’s preclinical WG call. 


David Wholley 

Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Heaith 
b6 

fnih.org 

11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
us an organization that exceeds industry standards, 


COLL0000022548 


From: Eva Astrid Operskalski | bé6 


Sent: 5/1/2020 3:00:53 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Andrea A.Z. Kovacs [ bé6 

Subject: FW: PLEASE READ: Call to action for NIH initiative ACTIV — seeking Clinical Site Information 


Attachments: ACTIV Clinical Trial Site Survey.pdf 


Dr. Francis, 


We are having some technical difficulties uploading our responses to your survey due today. Attached is the best we 
could do. We appreciate your consideration. 


Sincerely, 
Eva Operskalski on behalf of Andrea Kovacs 


---------- Forwarded message --------- 
From: Collins, Francis (NIH/OD) [E] < b6 
Subject: PLEASE READ: Call to action for NIH initiative ACTIV — seeking clinical trial Network and Site information 


The National Institutes of Health (NIH) announced on April 17 the formation of the Accelerating COVID-19 Therapeutic 
Interventions and Vaccines (ACTIV) partnership, a collaboration among HHS agencies, biopharmaceutical companies, 
and other partners to develop a coordinated international research strategy to respond to the COVID-19 crisis. ACTIV 
needs your help to identify clinical trial sites that might be able to participate in urgent COVID-19 research. 


lam specifically asking that you take a few moments to respond to two important requests. The first isa Network-level 
Survey (see link below) that aims to capture the capacity and capabilities of your clinical trial network overall (please 
reply by Thursday, April 30, 2020) 
(httos://forms.office.com/Pages/ResponsePage.aspx?id=eHW3FHOX1UKFByUcotwrBrviKgh49V5CafAO 1ISUUONUNOFU 
8QQV, 


In addition, | ask that you send the more detailed Site-level Survey in the (second) link below to the appropriate contact 
at your sites to provide more detailed information on the capacity and capabilities of individual network sites (reply due 
by Monday, May 4, 2020) 

(https://forms.office.com/Pages/ResponsePage.aspx?id=eHW3FHOXIUKFByUcotwr Bryikgh49V5CgfAO 1SUUONUOUW3, 
R2dEVIFBNOS2zNOtOMzZENIUWNUQOxRy4u). A PDF version of each survey is attached to facilitate information gathering 
prior to entering the online survey. 


These surveys will be used by our ACTIV Clinical Trial Capacity Working Group (a group of ~15 scientific experts drawn 
from NIH, FDA, industry, and academic institutions) to develop an inventory of key networks and sites that can be used 
to expedite clinical trials for COVID-19, 


| know this is asking a very fast turnaround, but the urgency of the current pandemic requires us to move quickly. So | 
want to thank you and your colleagues in advance for submitting these surveys so quickly. If you have any questions 
about the surveys or their use in ACTIV, please contact Dr. Karen Tountas at the FNIH ( b6 directly. 


Best regards, 


Francis S. Collins, M.D., Ph.D. 
Director, NIH 


COLL0000022560 


From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A 1823C18522-MYLESR] 

Sent: 4/14/2020 8:17:54 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO08be856acb5b964ca-burklowj] 

Subject: RE: [EXTERNAL] Progress of the partnership 


It would be good to pin down what level of detail we plan to share with Carolyn and who will speak with her. | told her 
off the record that we're in the middle of setting up a PPP with key health agencies and leading pharma companies to do 
exactly what she is describing, but that’s it. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, April 14, 2020 3:31 PM 

To: Myles, Renate (NIH/OD) [E] < b6 Burklow, John (NIH/OD) [E] < b6 
Subject: FW: [EXTERNAL] Progress of the partnership 


See below, b6 is happy to be a press contact for ACTIV. 


FC 


From: b6 b6 

Sent: Tuesday, April 14, 2020 3:27 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Freire, Maria (FNIH) [T] b6 >; Wholley, David (FNIH) [T] < b6 > 
Subject: Re: [EXTERNAL] Progress of the partnership 


Hi Francis 
Thanks for the note . 


Happy to support this exciting alliance initiatives in appropriate interviews w quality journals . | have been quite active 
in media to underline the role of science to find a long lasting medical solution urgently to stop the pandemic 


Let's use HEVER to see if we can make this ACTIV as the preeminent Covid science alliance and pull in additional 
participation. 
For HEVER it is often initiatives that go beyond USA that engages the entire group including EMEA . How can we link in 
EU to this ? | noted you did invite EU groups in previous meetings , how do we extend it into the future ? EMEA, IMI or 
Wellcome Trust? 
Best 

b6 


Sent from my iPhone 


On Apr 14, 2020, at 15:07, Collins, Francis (NIH/OD) [E] < b6 wro' 


Hey b6 , 


COLL0000022565 


The public-private partnership on COVID-19, now dubbed ACTIV (for Accelerating COVID-19 Therapeutic 
Interventions and Vaccines) is off to a quick and action-oriented start — all four working groups have 
now met and are already hard at work, ably supported by FNIH. | reattach the output from the 
inaugural meeting just 11 days ago, and the rosters of the working groups. Thanks for providing 
excellent participants from Pfizer. 


The press has got wind of this and is interested in writing something about how all the sectors are 
getting together to enhance progress. | think these will be very positive stories. Is it OKif | sendan 
occasional reporter your way for a comment? 


| also understand that you are convening a Hever group in the next week or so to discuss ways to 
optimize the COVID-19 response. If there are Hever members that would like to join ACTIV and haven’t 
already done so, we would welcome their participation. | hear that some senior industry scientists are 
feeling overburdened with a great number of these planning groups springing up. | think at this point 
that ACTIV may have the best chance to achieve real progress, given the wide involvement of industry, 
NIH, BARDA, and FDA — as well as skillful and muscular staff leadership from David Wholley and the 
whole FNIH team, supplemented by additional experienced staff from Deloitte. 


Many thanks for all you are doing for the cause. v6 
Francis 


<FNIH Covid 19 meeting April 03 2020 notes.docx> 
<Covid Working Group Rosters - MASTER. pdf> 


COLL0000022565 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/1/2020 1:56:42 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Bill Lee 
[ b6 

cc; Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Tomas Cihlar 
[ b6 Linda Higgins [ b6 

Subject: RE: COVID-19 and public private partnership 


Bill, happy to follow up, get your folks integrated into our Working Groups. Please let me know how you'd like to do 
that. David 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, April 30, 2020 9:45 PM 

To: Bill Lee < b6 

Ce: Wholley, David (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Tomas Cihlar 
< b6 Linda Higgins < b6 


Subject: RE: COVID-19 and public private partnership 
Dear Bill, 


It’s great to hear from you, and | certainly understand how crazy life must have been over the last couple of 
weeks. Congratulations on the landmark results from the remdesivir trial! 


We’d be glad to integrate Gilead staff into appropriate ACTIV working groups — | will count on David Wholley 
and his colleagues at FNIH to reach out and arrange for that to happen. 


Best regards, Francis 


From: Bill Lee b6 

Sent: Thursday, April 30, 2020 7:13 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Wholley, David (FNIH) [T] b6 Lane, Cliff (NIH/NIAID) [E] be >; Tomas Cihlar 
b6 Linda Higgins b6 


Subject: RE: COVID-19 and public private partnership 

Dear Francis, 

Let me begin by apologizing for the delayed response to your invitation, the last 2 weeks have been a very busy 
time at Gilead. If it is not too late to be counted, we would very much like to be join and actively participate in 
the Foundation for NIH collaboration for the Covid-19 pandemic. We are currently involved with the BMGF as 
well as a separate discovery partnership with Takeda and have dedicated staff to our collaboration efforts. 

At your earliest convenience, please let us know how we can contribute. 


Best regards, 


Bill 


COLL0000022566 


William A. Lee, Ph.D. 
Executive Vice President, Research 
Gilead Sciences Inc. 

b6 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Sunday, April 12, 2020 7:02 PM 

To: Bill Lee b6 

Cc: Wholley, David (FNIH) [T] b6 > 

Subject: [EXTERNAL] COVID-19 and public private partnership 


Dear Bill, 

The COVID-19 global pandemic presents a profound challenge to our biomedical research ecosystem. All barriers have 
to be knocked down to accelerate the development of safe and effective therapies and vaccines. Accordingly, | 
partnered with the Foundation for NIH to convene a group of representatives from industry, academia, NIH, FDA, and 
EMA on April 3, 2020. The group agreed that this is a time for cross-sector collaboration and coordination, and 
authorized the formation of four working groups, as outlined in the attachment. 


Those groups are quickly coming together, and | wanted to let you know about this development. Please let me know if 
you would like to be directly involved. Either way, | will try to keep you informed. 


Best wishes, Francis 


Francis S. Collins, M.D., Ph.D. 
Director, National Institutes of Health 


COLLO0000022566 


From: Menetski, Joseph (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=5001AFS2DC4A427EA3D34F 1E072F8CB7-MENETSKIJP] 


Sent: 4/29/2020 12:22:04 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: PreClincalScreeening 

Flag: Follow up 


Dear Francis, 

The preclinical group has incorporated an understanding of the chemical properties of a candidate as an essential part of 
the prioritization procedure, as well as, the guidance that is going to be provided to investigators that may be unfamiliar 
with the normal drug development process. The expert panels that we are assembling include participation from 


(b) (3) 


As a response to Trevor, the group designing the preclinical prioritization scheme include (b) (5) 
(b) 6) 


Please let me know if you need additional information. 


Best regards, 


Joe 

From: Collins, Francis (NIH/OD) [E] < be 
Sent: Wednesday, April 29, 2020 7:19 AM 

To: Menetski, Joseph (FNIH) [T] < b6 
Cc: Wholley, David (FNIH) [T] < b6 


Subject: FW: PreClincalScreeening 
Hi Joe, 
Can you suggest a response | could send to Trevor (who is representing Hever in this instance)? 


FC. 


From: Prof Trevor M Jones CBE FMedSci b6 
Sent: Wednesday, April 29, 2020 6:35 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Andrew Plump b6 

Subject: PreClincalScreeening 


Francis 


COLL0000022572 


I note that your ACTIV PreClincal Therapeutics Working Group includes plans for in vitro (and in vivo) 


screening 


Clearly this will focus on anti-Covid-19 activity... but, given the number of compounds that might then become 
candidates, may | presume that these would be subjected to a limited number of physicochemical studies to 


assess whether they are likely to be bioavailable? 


lam thinking about....... 


-pH solubility profile 


-pH stability profile 


and, possibly......... 


-partition/permeability 


(b) (5) 


COLL0000022572 


Best regards 


Trevor 


*Jones T M (2018) Chapter | "Preformulation Studies " in Pharmaceutical Formulation.Ed Tovey G.Royal 
Society of Chemistry London ISBN : 978-1-84973-94 |-2 


Prof Trevor M Jones CBE FMedSci 


COLL0000022572 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 4/14/2020 9:51:51 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: our partnership 


Francis, any update? Should I watch the press conference? 


From: "Collins, Francis (NIH/OD) [E]" b6 
Date: Tuesday, April 14, 2020 at 1:57:55 PM 

To: "Stoffels, Paul" b6 

Ce: "Freire, Maria (FNIH) [T]" b6 


Subject: our partnership 

Hey Paul, 

The public-private partnership on COVID-19, now dubbed ACTIV (for Accelerating COVID-19 Therapeutic Interventions 
and Vaccines) is off to a fast start — all four working groups have met and are already hard at work, ably supported by 
FNIH. | reattach the output from the inaugural meeting just 11 days ago, and the rosters of the working groups. Thanks 
for providing excellent participants from JnJ. 

The press has got wind of this and is interested in writing something about how all the sectors are getting together to 
enhance progress. | think these will be very positive stories. Is it OK if | send an occasional reporter your way for a 
comment? 


Many thanks for all you are doing for the cause, 


Francis 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 4/14/2020 7:43:12 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: FW: [EXTERNAL] Progress of the partnership 


FYI John Young of Roche (Preclinical WG co-chair) is involved in the IMI preclinical effort, which involves a call for 
compounds to submit to large-scale screening at the Rega Institute at the University of Leuven in Belgium. 


From: b6 b6 

Sent: Tuesday, April 14, 2020 3:27 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Freire, Maria (FNIH) [T] < b6 Wholley, David (FNIH) [T] < v6 


Subject: Re: [EXTERNAL] Progress of the partnership 


Hi Francis 
Thanks for the note . 


Happy to support this exciting alliance initiatives in appropriate interviews w quality journals . | have been quite active 
in media to underline the role of science to find a long lasting medical solution urgently to stop the pandemic 


Let’s use HEVER to see if we can make this ACTIV as the preeminent Covid science alliance and pull in additional 
participation. 
For HEVER it is often initiatives that go beyond USA that engages the entire group including EMEA . How can we link in 
EU to this ? | noted you did invite EU groups in previous meetings , how do we extend it into the future ? EMEA, IMI or 
Wellcome Trust? 
Best 

b6 


Sent from my iPhone 
On Apr 14, 2020, at 15:07, Collins, Francis (NIH/OD) [E] b6 > wrote: 


Hey b6 , 


The public-private partnership on COVID-19, now dubbed ACTIV (for Accelerating COVID-19 Therapeutic 
Interventions and Vaccines) is off to a quick and action-oriented start — all four working groups have 
now met and are already hard at work, ably supported by FNIH. | reattach the output from the 
inaugural meeting just 11 days ago, and the rosters of the working groups. Thanks for providing 
excellent participants from Pfizer. 


The press has got wind of this and is interested in writing something about how all the sectors are 
getting together to enhance progress. | think these will be very positive stories. Is it OK if | send an 
occasional reporter your way for a comment? 


| also understand that you are convening a Hever group in the next week or so to discuss ways to 
optimize the COVID-19 response. If there are Hever members that would like to join ACTIV and haven’t 
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already done so, we would welcome their participation. | hear that some senior industry scientists are 
feeling overburdened with a great number of these planning groups springing up. | think at this point 
that ACTIV may have the best chance to achieve real progress, given the wide involvement of industry, 
NIH, BARDA, and FDA — as well as skillful and muscular staff leadership from David Wholley and the 
whole FNIH team, supplemented by additional experienced staff from Deloitte. 


Many thanks for all you are doing for the cause. b6 
Francis 


<FNIH Covid 19 meeting April 03 2020 notes.docx> 
<Covid Working Group Rosters - MASTER.pdf> 
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From: Plump, Andrew [ bé6 


Sent: 4/29/2020 9:28:05 PM. 

To: Prof Trevor M Jones CBE FMedSci [ b6 Werner Lanthaler 
At b6 

ce: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Menetski, Joseph (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc42427ea3d34f1e072f8cb7-menetskijp] 
Subject: Re: PreClincalScreeening 


Flag: Follow up 


Hi Joe - Connecting you to Werner Lantheler. Would be helpful to connect and find synergies between each of 


your efforts. 


Warm regards, 
Andy 


Sent from my iPad 


On Apr 29, 2020, at 1:11 PM, Prof Trevor M Jones CBE FMedSci 
< b6 wrote: 


Be advised that this email came from outside Takeda/ BROS : HAMDSRRSE HEX — ICT 


Excellent !! 


Takes me back to my days as R&D Director at Wellcome developing AZT (and Aciclovir and 
Beta interferon) 


sores Original Message ------ 

From: "Collins, Francis (NIH/OD) [E]" < b6 

To: "Prof Trevor M Jones CBE FMedSci" < b6 
Sent: Wednesday, 29 Apr, 20 At 17:08 

Subject: FW: PreClincalScreeening 


Hi Trevor, 


See response below to your question. Joe Menetski is staffing the preclinical working group — 
and as you can sce, the group is very much paying attention to the issues you raise. 


Best, Francis 


From: Menetski, Joseph (FNIH) [T] < b6 
Sent: Wednesday, April 29, 2020 8:22 AM 
To: Collins, Francis (NIH/OD) [E] < b6 
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Ce: Wholley, David (FNIH) [T] < b6 
Subject: RE: PreClincalScreeening 


Dear Francis, 
The preclinical group has incorporated an understanding of the chemical properties of a 
candidate as an essential part of the prioritization procedure, as well as, the guidance that is 


going to be provided to investigators that may be unfamiliar with the normal drug development 
process. The expert panels that we are assembling include participation from &) (5) 
5 


As a response to Trevor, the group designing the preclinical prioritization scheme include 
(b) G) 


Please let me know if you need additional information. 


Best regards, 


Joe 

From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Wednesday, April 29, 2020 7:19 AM 

To: Menetski, Joseph (FNIH) [T] < b6 

Ce: Wholley, David (FNIH) [T] b6 


Subject: FW: PreClincalScreeening 

Hi Joe, 

Can you suggest a response I could send to Trevor (who is representing Hever in this instance)? 
FC 


From: Prof Trevor M Jones CBE FMedSci b6 
Sent: Wednesday, April 29, 2020 6:35 AM 

To: Collins, Francis (NIH/OD) Fl b6 

Ce: Andrew Plump 

Subject: PreClincalScreeening 


Francis 


I note that your ACTIV PreClincal Therapeutics Working Group includes plans for in vitro (and 
in vivo) screening 

Clearly this will focus on anti-Covid-19 activity... but, given the number of compounds that 
might then become candidates, may I presume that these would be subjected to a limited number 
of physicochemical studies to assess whether they are likely to be bioavailable? 

Tam thinking about ....... 

-pH solubility profile 
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-pH stability profile 
and, possibly......... 
-partition/permeability 
) 6) 


Best regards 

Trevor 

*Jones T M (2018) Chapter 1 "Preformulation Studies " in Pharmaceutical Formulation.Ed 
Tovey G.Royal Society of Chemistry London ISBN : 978-1-84973-94 1-2 


Prof Trevor M Jones CBE FMedSci 


Prof Trevor M Jones CBE FMedSci 


The content of this email and of any files transmitted may contain confidential, proprietary or legally privileged 
information and is intended solely for the use of the person/s or entity/ies to whom it is addressed. If you have 
received this email in error you have no permission whatsoever to use, copy, disclose or forward all or any of its 
contents. Please immediately notify the sender and thereafier delete this email and any attachments. 
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From: Trevor Jones b6 


Sent: 4/29/2020 9:44:39 PM. 
To: Plump, Andrew [ b6 
EG: Werner Lanthaler [ b6 Collins, Francis (NIH/OD) {E] [/o=ExchangeLabs/ou=Exchange 


Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; 
Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5001afS2dc42427ea3d34fle072f8cb7-menetskijp] 

Subject: Re: PreClincalScreeening 

Flag: Follow up 

Do let me know if I can help in any way 


Sent from my iPhone 


On 29 Apr 2020, at 22:28, Plump, Andrew < b6 wrote: 


Hi Joe - Connecting you to Werner Lantheler. Would be helpful to connect and find synergies 
between each of your efforts. 


Warm regards, 
Andy 


Sent from my iPad 


On Apr 29, 2020, at 1:11 PM, Prof Trevor M Jones CBE FMedSci 
< b6 wrote: 


F: advised that this email came from outside Takeda/ BMS : LAMSRREAES—_ 
wet 


Excellent !! 


Takes me back to my days as R&D Director at Wellcome developing AZT (and 
Aciclovir and Beta interferon) 


------ Original Message ------ 

From: "Collins, Francis (NIH/OD) [E]" < b6 

To: "Prof Trevor M Jones CBE FMedSci" < b6 
Sent: Wednesday, 29 Apr, 20 At 17:08 

Subject: FW: PreClincalScreeening 


Hi Trevor, 
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See response below to your question. Joe Menetski is staffing the preclinical 
working group — and as you can see, the group is very much paying attention to 
the issues you raise. 


Best, Francis 


From: Menetski, Joseph (FNIH) [T] < b6 
Sent: Wednesday, April 29, 2020 8:22 AM 

To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Wholley, David (FNIH) [T] < b6 


Subject: RE: PreClincalScreeening 
Dear Francis, 


The preclinical group has incorporated an understanding of the chemical 
properties of a candidate as an essential part of the prioritization procedure, as 
well as, the guidance that is going to be provided to investigators that may be 
unfamiliar with the normal drug development process. The expert panels that we 
are assembling include participation from (b) (5) 

(b) (5) 


As a response to Trevor, the group designing the preclinical prioritization scheme 
include (b) (S) 
(b) (5) 


Please let me know if you need additional information. 


Best regards, 


Joe 

From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, April 29, 2020 7:19 AM 

To: Menetski, Joseph (FNIH) [T] < b6 
Ce: Wholley, David (FNIH) [T] < b6 


Subject: FW: PreClincalScreeening 
Hi Joe, 


Can you suggest a response I could send to Trevor (who is representing Hever in 
this instance)? 


FG 
From: Prof Trevor M Jones CBE FMedSci b6 


Sent: Wednesday, April 29, 2020 6:35 AM 
To: Collins, Francis (NIH/OD) [E] b6 > 
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Ce: Andrew Plump < b6 
Subject: PreClincalScreeening 


Francis 


I note that your ACTIV PreClincal Therapeutics Working Group includes plans 
for in vitro (and in vivo) screening 

Clearly this will focus on anti-Covid-19 activity... but, given the number of 

i compounds that might then become candidates, may I presume that these would 
be subjected to a limited number of physicochemical studies to assess whether 
they are likely to be bioavailable? 

lam thinking about ....... 

i -pH solubility profile 

| _ -pH stability profile 

and, possibly......... 

-partition/permeability 


b) G) 


Best regards 

Trevor 

*Jones T M (2018) Chapter | "Preformulation Studies " in Pharmaceutical 
Formulation.Ed Tovey G.Royal Society of Chemistry London ISBN : 978-1- 
i 84973-94 1-2 


i Prof Trevor M Jones CBE FMedSci 


Prof Trevor M Jones CBE FMedSci 


The content of this email and of any files transmitted may contain confidential, proprietary or 
legally privileged information and is intended solely for the use of the person/s or entity/ies to 
whom it is addressed. If you have received this email in error you have no permission 
whatsoever to use, copy, disclose or forward all or any of its contents. Please immediately notify 
the sender and thereafter delete this email and any attachments. 
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From: b6 [ b6 


Sent: 4/14/2020 7:27:06 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd] 


Subject: Re: [EXTERNAL] Progress of the partnership 
Flag: Follow up 
Hi Francis 


Thanks for the note . 


Happy to support this exciting alliance initiatives in appropriate interviews w quality journals . | have been quite active 
in media to underline the role of science to find a long lasting medical solution urgently to stop the pandemic 


Let’s use HEVER to see if we can make this ACTIV as the preeminent Covid science alliance and pull in additional 
participation. 
For HEVER it is often initiatives that go beyond USA that engages the entire group including EMEA . How can we link in 
EU to this ? | noted you did invite EU groups in previous meetings , how do we extend it into the future ? EMEA, IMI or 
Wellcome Trust? 
Best 

b6 


Sent from my iPhone 


On Apr 14, 2020, at 15:07, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hey b6 |, 


The public-private partnership on COVID-19, now dubbed ACTIV (for Accelerating COVID-19 Therapeutic 
Interventions and Vaccines) is off to a quick and action-oriented start —all four working groups have 
now met and are already hard at work, ably supported by FNIH. | reattach the output from the 
inaugural meeting just 11 days ago, and the rosters of the working groups. Thanks for providing 
excellent participants from Pfizer. 


The press has got wind of this and is interested in writing something about how all the sectors are 
getting together to enhance progress. | think these will be very positive stories. Is it OK if |send an 
occasional reporter your way for a comment? 


| also understand that you are convening a Hever group in the next week or so to discuss ways to 
optimize the COVID-19 response. If there are Hever members that would like to join ACTIV and haven’t 
already done so, we would welcome their participation. | hear that some senior industry scientists are 
feeling overburdened with a great number of these planning groups springing up. | think at this point 
that ACTIV may have the best chance to achieve real progress, given the wide involvement of industry, 
NIH, BARDA, and FDA —as well as skillful and muscular staff leadership from David Wholley and the 
whole FNIH team, supplemented by additional experienced staff from Deloitte. 


Many thanks for all you are doing for the cause. b6 
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Francis 


<FNIH Covid 19 meeting April 03 2020 notes.docx> 
<Covid Working Group Rosters - MASTER.pdf> 
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From: Prof Trevor M Jones CBE FMedSci b6 


Sent: 4/29/2020 5:11:50 PM. 

To: Collins, Francis (NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Andrew Plump [ b6 Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange 


Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5001af52dc4a427ea3d34f1e072f8cb7-menetskijp] 
Subject: Re: FW: PreClincalScreeening 


Excellent !! 


Takes me back to my days as R&D Director at Wellcome developing AZT (and Aciclovir and Beta interferon) 


------ Original Message ------ 

From: "Collins, Francis (NIH/OD) [E]" < b6 

To: "Prof Trevor M Jones CBE FMedSci" < b6 
Sent: Wednesday, 29 Apr, 20 At 17:08 

Subject: FW: PreClinealScreeening 


Hi Trevor, 


See response below to your question. Joe Menetski is staffing the preclinical working group — and as you can 
see, the group is very much paying attention to the issues you raise. 


Best, Francis 


From: Menetski, Joseph (FNIH) [T] < b6 
Sent: Wednesday, April 29, 2020 8:22 AM 

To: Collins, Francis (NIH/OD) [E] < b6 
Ce: Wholley, David (FNIH) [T] < b6 


Subject: RE: PreClincalScreeening 

Dear Francis, 

The preclinical group has incorporated an understanding of the chemical properties of a candidate as an 
essential part of the prioritization procedure, as well as, the guidance that is going to be provided to 
investigators that may be unfamiliar with the normal drug development process. The expert panels that we are 


assembling include participation from (b) (5) 
(&)G) 


Please let me know if you need additional information. 


Best regards, 
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Joe 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, April 29, 2020 7:19 AM 

To: Menetski, Joseph (FNIH) [T] < b6 

Ce: Wholley, David (FNIH) [T] b6 > 


Subject: FW: PreClincalScreeening 
Hi Joe, 
Can you suggest a response I could send to Trevor (who is representing Hever in this instance)? 


FC 


From: Prof Trevor M Jones CBE FMedSci < b6 
Sent: Wednesday, April 29, 2020 6:35 AM 

To: Collins, Francis (NIH/OD) [E] < v6 

Ce: Andrew Plump < b6 

Subject: PreClincalScreeening 


Francis 


I note that your ACTIV PreClincal Therapeutics Working Group includes plans for in vitro (and in vivo) 
screening 

Clearly this will focus on anti-Covid-19 activity... but, given the number of compounds that might then become 
candidates, may I presume that these would be subjected to a limited number of physicochemical studies to 
assess whether they are likely to be bioavailable? 

Tam thinking about ....... 

-pH solubility profile 

-pH stability profile 

and, possibly......... 

-partition/permeability 


(b) G) 


Best regards 

Trevor 

*Jones T M (2018) Chapter 1 "Preformulation Studies " in Pharmaceutical Formulation.Ed Tovey G.Royal 
Society of Chemistry London ISBN : 978-1-84973-94 1-2 


Prof Trevor M Jones CBE FMedSci 


Prof Trevor M Jones CBE FMedSci 
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From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE856ACBSB964CA-BURKLOWJ] 


Sent: 5/8/2020 10:23:49 PM. 

To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

cc; Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: ACTIV 

Flag: Follow up 


Sorry about that extra comma... 


Sent from my iPhone 


On May 8, 2020, at 6:21 PM, Myles, Renate (NIH/OD) [E] < b6 wrote: 


He has not called us. 


Renate Myles 

Deputy Director for Public Affairs 

Office of Communications and Public Liaison 
National Institutes of Health 


b6 
From: Burklow, John (NIH/OD) [E] < b6 
Sent: Friday, May 8, 2020 6:20:12 PM 
To: Collins, Francis (NIH/OD) [E] < be 
Cc: Myles, Renate (NIH/OD) [E] < b6 


Subject: Re: ACTIV 


We think Maria’s response should settle it. He hasn’t called us, right, Renate? It may elevate it, if you 
reach out, Francis. 


John 
Sent from my iPhone 


> On May 8, 2020, at 5:50 PM, Collins, Francis (NIH/OD) [E] < b6 wrote: 

> 

> Sounds like Jon Cohen is working on a flawed hypothesis about the FNIH/NIH relationship. Should I 
reach out to him? 

> 


>FC 


> nen Original Message----- 


Freire, Maria (FNIH) [T] < b6 
> Sent: Friday, May 8, 2020 4:54 PM 
> To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 
< b6 Burklow, John (NIH/OD) [E] < b6 
> Subject: FW: ACTIV 
> 
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> From: Freire, Maria (FNIH) [T] 
> Sent: Friday, May 8, 2020 4:49 PM 


> To: Jon Cohen < b6 

> Subject: RE: ACTIV 

> 

> Well, the NIH should be the ones to answer your questions but here is my view. 
> 


> Being involved in this type of program is SOP for us; we are brought in fairly regularly by the NIH to 
take on the massive program management of public-private partnerships (PPP). Frankly, I would have 
been surprised if we had not been asked to help. We can convene folks quickly, help focus the goals and 
tasks and, unlike federal employees, we are able to raise and accept funds from the private sector as well 
as ask for donations of drugs, placebo, data, etc., which are critical for success. 

> 

> [have no reason to believe that political considerations are at all in play. In fact, President Trump 
announced ACTIV in one of his press conferences. 

> 


> Stay safe Jon. Cheers, Maria 


> Sent: Friday, May 8, 2020 2:14 PM 

> To: Freire, Maria (FNIH) [T] < b6 
> Subject: Re: ACTIV 

> 


> It still is a bit of a head scratcher: Why does NIH need FNIH to do this? Are political considerations 
part of the calculus? 

> 

>>> On May 8, 2020, at 9:34 AM, Freire, Maria (FNIH) [T] < v6 wrote: 

>> [EXTERNAL EMAIL] 

>> Hi Jon - yes, long time. Glad you are well. I am in Peru on quarantine - long story. All is well, 
mercifully, but it is 24/7, as 1am sure it is for you. 

>> I am happy to chat but the answer is fairly straightforward: ACTIV is the type of partnership we know 
how to do well and for which we can gear up fast. That is one of the reasons we were created by 
Congress. Our role in ACTIV is the same as in other partnerships we organize (such as AMP, PACT, 
etc.) - we bring the relevant voices together, identify the most important questions that need to be 
answered and figure out who does what so that the goals can be met. We build and manage alliances 
across sectors to support the goals and mission of NIH all the time, so this was a natural request. 

>>I don’t know much about Warp Speed although my understanding is that they are focused on 
downstream issues, like manufacturing. ACTIV is more upstream, it is focused on accelerating the 
timeline for the best new treatments and vaccines to get approved. 

>> Best, 

>> Maria 

>> -----Original Message----- 

>> From: Jon Cohen < b6 

>> Sent: Friday, May 8, 2020 8:54 AM 

>> To: Freire, Maria (FNIH) [T] < b6 

>> Subject: ACTIV 

>> Maria, 

>> Many moons. 

>> I’m working ona story about Operation Warp Speed and how it relates to other efforts. 

>> I’m hoping you can clarify a detail for me: Why is FNIH, as opposed to NIH, organizing ACTIV? 
>> Is one concern interference from the White House? 

>> Happy to speak by phone if it helps. I’d like to write a clear, straightforward explanation to what may 


COLL0000022629 


be a complicated question. 


>> Thanks, 
>> Jon 

>> Jon Cohen 
>> Science 
> b6 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 5/7/2020 10:50:34 PM 

To: Sharpless, Norman (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=340f3d07b6644da7 acaS3ab83dc066ef-sharplessne]; Collins, Francis 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: COVID submitted manuscript 


Flag: Follow up 


Ned, can this be shared with the co-chairs of our TX-Clinical Working Group, Sarah Reed of NIAID and Eric Hughes of 
Novartis? 


From; Sharpless, Norman (NIH/NCI) [E] < 6 

Sent: Thursday, May 7, 2020 12:52 PM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 


Subject: FW: COVID submitted manuscript 


| think you all already know about this MS, but pointing it out as an FYI after yest’s ACTIV call. 
(b) (5) 


NS 


Pre-decisional / FOUO / Deliberative 


From: Staudt, Louis (NIH/NC1) [E] b6é 

Sent: Thursday, April 23, 2020 5:56 PM 

To: Sharpless, Norman (NIH/NCI) [E] b6 
Subject: COVID submitted manuscript 


Dear Ned 
Please see attached that went to Science. Thanks for all of you advice and help!! 
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Best 
Lou 
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From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE856ACBSB964CA-BURKLOWJ] 

Sent: 4/14/2020 7:40:00 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Myles, Renate (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

Subject: RE: [EXTERNAL] Progress of the partnership 


Flag: Follow up 


Good to know, thanks, Francis. 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, April 14, 2020 3:31 PM 

To; Myles, Renate (NIH/OD) [E] < b6 Burklow, John (NIH/OD) [E] < b6 
Subject: FW: [EXTERNAL] Progress of the partnership 


See below, 6 _ is happy to be a press contact for ACTIV. 


FC 

From: b6 b6 

Sent: Tuesday, April 14, 2020 3:27 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Freire, Maria (FNIH) [T] b6 Wholley, David (FNIH) [T] b6 


Subject: Re: [EXTERNAL] Progress of the partnership 


Hi Francis 
Thanks for the note . 


Happy to support this exciting alliance initiatives in appropriate interviews w quality journals . | have been quite active 
in media to underline the role of science to find a long lasting medical solution urgently to stop the pandemic 


Let’s use HEVER to see if we can make this ACTIV as the preeminent Covid science alliance and pull in additional 
participation. 

For HEVER it is often initiatives that go beyond USA that engages the entire group including EMEA . How can we link in 
EU to this ? | noted you did invite EU groups in previous meetings , how do we extend it into the future ? EMEA, IMI or 
Wellcome Trust? 


Best 
b6 


Sent from my iPhone 
On Apr 14, 2020, at 15:07, Collins, Francis (NIH/OD) [E] bé > wrote: 
Hey b6 |, 


The public-private partnership on COVID-19, now dubbed ACTIV (for Accelerating COVID-19 Therapeutic 
Interventions and Vaccines) is off to a quick and action-oriented start — all four working groups have 
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now met and are already hard at work, ably supported by FNIH. | reattach the output from the 
inaugural meeting just 11 days ago, and the rosters of the working groups. Thanks for providing 
excellent participants from Pfizer. 


The press has got wind of this and is interested in writing something about how all the sectors are 
getting together to enhance progress. | think these will be very positive stories. Is it OK if |send an 
occasional reporter your way for a comment? 


| also understand that you are convening a Hever group in the next week or so to discuss ways to 
optimize the COVID-19 response. If there are Hever members that would like to join ACTIV and haven't 
already done so, we would welcome their participation. | hear that some senior industry scientists are 
feeling overburdened with a great number of these planning groups springing up. | think at this point 
that ACTIV may have the best chance to achieve real progress, given the wide involvement of industry, 
NIH, BARDA, and FDA — as well as skillful and muscular staff leadership from David Wholley and the 
whole FNIH team, supplemented by additional experienced staff from Deloitte. 


Many thanks for all you are doing for the cause. b6 
Francis 


<FNIH Covid 19 meeting April 03 2020 notes.docx> 
<Covid Working Group Rosters - MASTER.pdf> 
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From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE856ACBSB964CA-BURKLOWJ] 


Sent: 5/8/2020 10:20:12 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ley Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

Subject: Re: ACTIV 

Flag: Follow up 


We think Maria's response should settle it. He hasn’t called us, right, Renate? It may elevate it, if 
you reach out, Francis. 


John 

Sent from my iPhone 

> On May 8, 2020, at 5:50 PM, Collins, Francis (NIH/OD) [E] < b6 wrote: 
> 


> Sounds like Jon Cohen is working on a flawed hypothesis about the FNIH/NIH relationship. Should I 
reach out to him? 
> 


> FC 

> 

> tee Original Message----- 

> From: Freire, Maria (FNIH) [T] < b6 

> Sent: Friday, May 8, 2020 4:54 PM 

> To: Collins. Francis (NIH/OD) [E] < b6 +gov>: Tabak. Lawrence (NIH/oD) [Ee] 
< b6 Burklow, John (NIH/OD) LEJ < b6 
> Subject: FW: ACTIV 

> 

> FYI 

> 

>see Original Message----- 


> From: Freire, Maria (FNIH) [T] 

> Sent: Friday, Mav 8. 2020 4:49 PM 
> To: Jon Cohen < b6 

> Subject: RE: ACTIV 
> 
> 
> 


Well, the NIH should be the ones to answer your questions but here is my view. 


> Being involved in this type of program is SOP for us; we are brought in fairly regularly by the NIH to 
take on the massive program management of public-private partnerships (PPP). Frankly, I would have been 
surprised if we had not been asked to help. We can convene folks quickly, help focus the goals and tasks 
and, unlike federal employees, we are able to raise and accept funds from the private sector as well as 
ask for donations of drugs, placebo, data, etc., which are critical for success. 

> 

> I have no reason to believe that political considerations are at all in play. In fact, President Trump 
announced ACTIV in one of his press conferences. 


> 
> Stay safe Jon. Cheers, Maria 


vv 


aes Original Messaae----- 
> From: Jon Cohen < b6 

> Sent: Friday, May 8, 2020 2:14 PM 

> To: Freire, Maria CFNIH) [T] < b6 
> Subject: Re: ACTIV 

> 

> 


It stil] is a bit of a head scratcher: why does NIH need FNIH to do this? Are political considerations 
part of the calculus? 
> 


>>> On May 8, 2020, at 9:34 AM, Freire, Maria (FNIH) [T] <mfreire@fnih.org> wrote: 

>> [EXTERNAL EMAIL] 

>> Hi Jon - yes, long time. Glad you are wel]. I am in Peru on quarantine - long story. All is well, 
mercifully, but it is 24/7, as I am sure it is for you. 

>> I am happy to chat but the answer is fairly straightforward: ACTIV is the type of partnership we know 
how to do well and for which we can gear up fast. That is one of the reasons we were created by 
Congress. Our role in ACTIV is the same as in other partnerships we organize (such as AMP, PACT, etc.) - 
we bring the relevant voices together, identify the most important questions that need to be answered and 
figure out who does what so that the goals can be met. Wwe build and manage alliances across sectors to 
support the goals and mission of NIH all the time, so this was a natural request. 
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>> I don’t know much about Warp Speed although my understanding is that they are focused on downstream 
issues, like manufacturing. ACTIV is more upstream, it is focused on accelerating the timeline for the 
best new treatments and vaccines to get approved. 

>> Best, 

>> Maria 

>> -—---original Messaae---—- 

>> From: Jon Cohen < b6 

>> Sent: Friday, May 8, 2020 8:54 AM 

>> To: Freire, Maria (FNIH) [T] < b6 

>> Subject: ACTIV 

>> Maria, 

>> Many moons. 

>> I'm working on a story about Operation Warp Speed and how it relates to other efforts. 

>> I’m hoping you can clarify a detail for me: Why is FNIH, as opposed to NIH, organizing ACTIV? 

>> Is one concern interference from the white House? 

>> Happy to speak by phone if it helps. I'd like to write a clear, straightforward explanation to what 
may be a complicated question. 

>> Thanks, 

>> Jon 

>> Jon Cohen 

>> Science 

>> b6 


COLL0000022642 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 5/8/2020 5:33:21 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 


cc: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj) 

Subject: FW: ACTIV 

Flag: Follow up 


Just FYI. M. 


wore Original Message----- 

From: Freire, Maria (FNIH) [T] 
Sent: Friday, Mav 8. 2020 12:34 PM 
To: Jon Cohen < b6 

Subject: RE: ACTIV 


Hi Jon - yes, long time. Glad you are well. I am in Peru on quarantine - long story. All is well, 
mercifully, but it is 24/7, as I am sure it is for you. 


I am happy to chat but the answer is fairly straightforward: ACTIV is the type of partnership we know how 
to do well and for which we can gear up fast. That is one of the reasons we were created by Congress. 
Our role in ACTIV is the same as in other partnerships we organize (such as AMP, PACT, etc.) - we bring 
the relevant voices together, identify the most important questions that need to be answered and figure 
out who does what so that the goals can be met. We build and manage alliances across sectors to support 
the goals and mission of NIH all the time, so this was a natural request. 


I don’t know much about Warp Speed although my understanding is that they are focused on downstream 
issues, like manufacturing. ACTIV is more upstream, it is focused on accelerating the timeline for the 
best new treatments and vaccines to get approved. 


Best, 
Maria 


-----Original Messaae----- 
From: Jon Cohen < be 

Sent: Friday, May 8, 2020 8:54 AM 
To: Freire, Maria (FNIH) [T] < 
Subject: ACTIV 


Maria, 

Many moons. 

I’m working on a story about Operation Warp Speed and how it relates to other efforts. 

I’m hoping you can clarify a detail for me: Why is FNIH, as opposed to NIH, organizing ACTIV? 
Is one concern interference from the White House? 


Happy to speak by phone if it helps. I'd like to write a clear, straightforward explanation to what may 
be a complicated question. 


Thanks , 
Jon 


Jon Cohen 
Science 


b6 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317FS626934585B3692A 1823C18522-MYLESR] 

Sent: 5/8/2020 10:21:06 PM. 

To: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be8S6acb5b964ca-burklowj]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: ACTIV 


He has not called us. 


Renate Myles 

Deputy Director for Public Affairs 

Office of Communications and Public Liaison 
National Institutes of Health 


b6 
From: Burklow, John (NIH/OD) [E] < b6 
Sent: Friday, May 8, 2020 6:20:12 PM 
To: Collins, Francis (NIH/OD) [E] < b6 
Cc: Myles, Renate (NIH/OD) [E] < b6 


Subject: Re: ACTIV 


We think Maria’s response should settle it. He hasn’t called us, right, Renate? It may elevate it, if you reach out, Francis. 
John 

Sent from my iPhone 

> On May 8, 2020, at 5:50 PM, Collins, Francis (NIH/OD) [E] < b6 wrote: 


> 


> Sounds like Jon Cohen is working on a flawed hypothesis about the FNIH/NIH relationship. Should I reach out to him? 
> 


>FC 

> 

Danae Original Message----- 

> From: Freire, Maria (FNIH) [T] < b6 

> Sent: Friday, May 8, 2020 4:54 PM 

> To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 
< b6 Burklow, John (NIH/OD) [E] < b6 
> Subject: FW: ACTIV 

> 

> FYI 

> 


> -----Original Message----- 
> From: Freire, Maria (FNIH) [T] 
> Sent: Friday, May 8, 2020 4:49 PM 


> To: Jon Cohen < b6 

> Subject: RE: ACTIV 

> 

> Well, the NIH should be the ones to answer your questions but here is my view. 
> 


> Being involved in this type of program is SOP for us; we are brought in fairly regularly by the NIH to take on the 
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massive program management of public-private partnerships (PPP). Frankly, I would have been surprised if we had not 
been asked to help. We can convene folks quickly, help focus the goals and tasks and, unlike federal employees, we are 
able to raise and accept funds from the private sector as well as ask for donations of drugs, placebo, data, etc., which are 
critical for success. 

> 

> [have no reason to believe that political considerations are at all in play. In fact, President Trump announced ACTIV in 
one of his press conferences. 

> 

> Stay safe Jon. Cheers, Maria 

> 

> -----Original Message----- 

> From: Jon Cohen < v6 

> Sent: Friday, May 8, 2020 2:14 PM 

> To: Freire, Maria (FNIH) [T] < b6 

> Subject: Re: ACTIV 

> 

> It still is a bit of a head scratcher: Why does NIH need FNIH to do this? Are political considerations part of the 
calculus? 

= 

>>> On May 8, 2020, at 9:34 AM, Freire, Maria (FNIH) [T] < b6 wrote: 

>> [EXTERNAL EMAIL] 

>> Hi Jon - yes, long time. Glad you are well. I am in Peru on quarantine - long story. All is well, mercifully, but itis 
24/7, as I am sure it is for you. 

>> Tam happy to chat but the answer is fairly straightforward: ACTIV is the type of partnership we know how to do well 
and for which we can gear up fast. That is one of the reasons we were created by Congress. Our role in ACTIV is the 
same as in other partnerships we organize (such as AMP, PACT, etc.) - we bring the relevant voices together, identify the 
most important questions that need to be answered and figure out who does what so that the goals can be met. We build 
and manage alliances across sectors to support the goals and mission of NIH all the time, so this was a natural request. 
>>I don’t know much about Warp Speed although my understanding is that they are focused on downstream issues, like 
manufacturing. ACTIV is more upstream, it is focused on accelerating the timeline for the best new treatments and 
vaccines to get approved. 

>> Best, 

>> Maria 

DD nanan! Original Message----- 

>> From: Jon Cohen < b6 

>> Sent: Friday, May 8, 2020 8:54 AM 

>> To: Freire, Maria (FNIH) [T] < b6 

>> Subject: ACTIV 

>> Maria, 

>> Many moons, 

>> I’m working ona story about Operation Warp Speed and how it relates to other efforts. 

>> I’m hoping you can clarify a detail for me: Why is FNIH, as opposed to NIH, organizing ACTIV? 

>> Is one concern interference from the White House? 

>> Happy to speak by phone if it helps. I'd like to write a clear, straightforward explanation to what may be a 
complicated question. 

>> Thanks, 

>> Jon 

>> Jon Cohen 

>> Science 

> b6 
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From: Sharpless, Norman (NIH/NCI) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=340F3D07 B6644DA 7ACAS3AB83DCO66EF-SHARPLESSNE] 

Sent: 5/7/2020 4:51:41 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: FW: COVID submitted manuscript 

Attachments: BTK in COVID_MASTER_ Science (Combined) _2020APR23_FINAL.pdf 


I think you all already know about this MS, but pointing it out as an FYI after yest’s ACTIV call. 
(b) G) 


NS 


Pre-decisional / FOUO / Deliberative 


From: Staudt, Louis (NIH/NCI) [E] < b6 

Sent: Thursday, April 23, 2020 5:56 PM 

To: Sharpless, Norman (NIH/NCI) [E] < b6 
Subject: COVID submitted manuscript 


Dear Ned 
Please see attached that went to Science. Thanks for all of you advice and help!! 


Best 
Lou 
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From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE856ACBSB964CA-BURKLOWJ] 

Sent: 5/8/2020 5:36:11 PM 

To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 

Subject: RE: ACTIV 


Thanks, Maria. Reminds us of the lens through which many reporters are viewing most things these days. 


nena ‘Original Message----~ 


From: Freire, Maria (FNIH) [T] b6 

Sent: Friday, May 8, 2020 1:33 PM 

To: collins, Fcancls (NIH/0D) [E] < b6 Tabak, Lawrence (NIH/oD) [E] 
< 

Ce: Burklow, John (NIH/OD) [E] < b6 -gov> 


Subject: FW: ACTIV 
Just FYI, M. 


Satta ‘Original Message----- 

From: Freire, Maria (FNIH) [T] 
Sent: Friday, Mav 8. 2020 12:34 PM 
To; Jon Cohen < b6 

Subject: RE: ACTIV 


Hi Jon - yes, long time. Glad you are well. Tam in Peru on quarantine - long story. All is well, 
mercifully, but it is 24/7, as I am sure it is for you. 


I am happy to chat but the answer is fairly straightforward: ACTIV is the type of partnership we know how 
to do well and for which we can gear up fast. That is one of the reasons we were created by Congress. 
Our role in ACTIV is the same as in other partnerships we organize (such as AMP, PACT, etc.) - we bring 
the relevant voices together, identify the most important questions that need to be answered and figure 
out who does what so that the goals can be met. We build and manage alliances across sectors to support 
the goals and mission of NIH all the time, so this was a natural request. 


I don’t know much about warp Speed although my understanding is that they are focused on downstream 
issues, like manufacturing. ACTIV is more upstream, it is focused on accelerating the timeline for the 
best new treatments and vaccines to get approved. 


Best, 
Maria 


woe Original Messaqe----- 

From: Jon Cohen < b6 

Sent: Friday, May 8, 2020 8:54 AM 

To: Freire, Maria (FNIH) [T] 

Subject: ACTIV 

Maria, 

Many moons. 

I'm working on a story about Operation Warp Speed and how it relates to other efforts. 

I’m hoping you can clarify a detail for me: why is FNIH, as opposed to NIH, organizing ACTIV? 
Is one concern interference from the white House? 


Happy to speak by phone if it helps. I'd like to write a clear, straightforward explanation to what may 
be a complicated question. 


Thanks , 
Jon 


Jon Cohen 
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Science 
b6 


COLL ANNNNDYAAKT 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/8/2020 11:03:01 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b628e6f-melencioc]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs] 

Subject: RE: do we need an Executive Committee meeting with the co-chairs sooner rather than later? 


Flag: Follow up 
Dear ACTIV Executive Committee Members and Working Group Co-Chairs: 


Although our first formal ACTIV EC meeting is not scheduled until May 20, | am aware of some apprehensions that have 
been increasingly voiced among our Working Group members about what the next steps are for ACTIV, especially about 
how we are going to practically move forward to start executing on the plans these groups have been working so hard to 
put together. | have also heard there are concerns about how we should best communicate across our partnership and 
coordinate with the many parallel and in some cases conflicting efforts that have emerged elsewhere—including among 
our own ACTIV members. 


These are all very valid issues, and | believe they should be discussed sooner rather than later. A meeting of the minds is 
particularly timely now, in the wake of a successful Leadership Team call on Wednesday and the establishment just this 
week of an Executive Committee to guide us moving forward. | would like to make it a priority therefore that the EC and 
the Working Group co-Chairs meet early next week to discuss and sync up on these important issues. Gretchen Wood 
on my staff will work with Cheryl Melencio at FNIH to reach out to you to get a suitable hour set up—a morning meeting 
would make it easier to include Tony Fauci and Paul Stoffels. 


Thanks and regards, 


Francis 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Friday, May 8, 2020 6:27 PM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Melencio, Cheryl (FNIH) [T] < b6 Wood, Gretchen (NIH/OD) [E] < b6 
Subject: Re: do we need an Executive Committee meeting with the co-chairs sooner rather than later? 


That would be great, you read my mind. 


Sent from my iPhone 


On May 8, 2020, at 5:55 PM, Wholley, David (FNIH) [T] b6 wrote: 


Yes, by all means. | guess | should write a brief invitation note to come from you? 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Friday, May 8, 2020 5:04 PM 

To: Wholley, David (FNIH) [T] < b6 

Subject: RE: do we need an Executive Committee meeting with the co-chairs sooner rather than later? 


COLL0000022659 


Totally agree. Could we aim for a meeting early next week? If it could be in the morning, we'd 
have a better chance to include Tony and Paul. | would make this a very high priority. Can 
Cheryl work on this with Gretchen? 


FC 

From: Wholley, David (FNIH) [T] b6 
Sent: Friday, May 8, 2020 4:26 PM 

To: Collins, Francis (NIH/OD) [E] b6 


Subject: do we need an Executive Committee meeting with the co-chairs sooner rather than later? 


Francis, 

In talking with my team today, the same issues that the TX-Clinical group is writing about came up on 
the Clinical Trial Capacity call: we need better coordination of ACTIV with other external efforts that 
appear duplicative, we need better communications across groups, and above all it is time for us to 
make decisions about ACTIV implementation and to do that we need to understand how that will be 
funded and managed and where this is all going. This is coming from co-chairs and rank and file 
members of these Working Groups, from NIH and FDA and industry members, some of whom are fairly 
highly placed. 


lt seems to me we need a forum for a frank dialogue between the EC and the co-chairs to discuss and 
communicate on these issues. The Leadership Team calls are not the forum for this, and it should not be 
coming from me. | am worried that this chorus is going to continue to get louder if we don’t speak 
sooner than our next scheduled EC, which would be May 20. | recommend we seek to set something up 
before then, focused on exactly these issues rather than the usual show and tell. 


David 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 
fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and 
was recognized as an organization that exceeds industry standards. 
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From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE856ACBSB9654CA-BURKLOWJ] 


Sent: 4/14/2020 7:40:14 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: [EXTERNAL] Progress of the partnership 

Flag: Follow up 


Some birthday, so far!... 


From: Collins, Francis (NIH/OD) [E] < b6é 

Sent: Tuesday, April 14, 2020 3:31 PM 

To: Myles, Renate (NIH/OD) [E] < b6 Burklow, John (NIH/OD) [E] < b6 
Subject: FW: [EXTERNAL] Progress of the partnership 


See below, b6 is happy to bea press contact for ACTIV. 


FC 

From: b6 b6 

Sent: Tuesday, April 14, 2020 3:27 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Freire, Maria (FNIH) [T] b6 Wholley, David (FNIH) [T] b6 


Subject: Re: [EXTERNAL] Progress of the partnership 


Hi Francis 
Thanks for the note . 


Happy to support this exciting alliance initiatives in appropriate interviews w quality journals . | have been quite active 
in media to underline the role of science to find a long lasting medical solution urgently to stop the pandemic 


Let’s use HEVER to see if we can make this ACTIV as the preeminent Covid science alliance and pull in additional 
participation. 

For HEVER it is often initiatives that go beyond USA that engages the entire group including EMEA . How can we link in 
EU to this ? | noted you did invite EU groups in previous meetings , how do we extend it into the future ? EMEA, IMI or 
Wellcome Trust? 


Best 
b6 


Sent from my iPhone 
On Apr 14, 2020, at 15:07, Collins, Francis (NIH/OD) [E] b6 > wrote: 
Hey b6 |, 
The public-private partnership on COVID-19, now dubbed ACTIV (for Accelerating COVID-19 Therapeutic 


Interventions and Vaccines) is off to a quick and action-oriented start —all four working groups have 
now met and are already hard at work, ably supported by FNIH. | reattach the output from the 
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inaugural meeting just 11 days ago, and the rosters of the working groups. Thanks for providing 
excellent participants from Pfizer. 


The press has got wind of this and is interested in writing something about how all the sectors are 
getting together to enhance progress. | think these will be very positive stories. Is it OKif | send an 
occasional reporter your way for a comment? 


| also understand that you are convening a Hever group in the next week or so to discuss ways to 
optimize the COVID-19 response. If there are Hever members that would like to join ACTIV and haven’t 
already done so, we would welcome their participation. | hear that some senior industry scientists are 
feeling overburdened with a great number of these planning groups springing up. | think at this point 
that ACTIV may have the best chance to achieve real progress, given the wide involvement of industry, 
NIH, BARDA, and FDA — as well as skillful and muscular staff leadership from David Wholley and the 
whole FNIH team, supplemented by additional experienced staff from Deloitte. 


Many thanks for all you are doing for the cause. b6 
Francis 


<FNIH Covid 19 meeting April 03 2020 notes.docx> 
<Covid Working Group Rosters - MASTER.pdf> 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 5/8/2020 8:50:15 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ley Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

Subject: FW: NIH Question re: California 

Flag: Follow up 


Francis, this is the outreach from CHHS | was referring to, 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Tuesday, May 5, 2020 3:42 PM 

To: Chen, Alice (CHHS) < b6 

Cc: Duong, Tran (CHHS) < b6 Wholley, David (FNIH) [T] < b6 Melencio, Cheryl 
(FNIH) [T] < v6 


Subject: RE: NIH Question re: California 

Hi Alice, 

Thank you so much for your outreach. We are glad to discuss the ACTIV efforts with your team at California HHS. My 
apologies for my delayed reply; you can imagine that we are getting a lot of requests each day. 

For our call, | would like to include my colleague, David Wholley, who is ce’d. | am also including his administrator, 


Cheryl Melencio, who can help us find a time for us to chat. 


Thank you again for reaching out. 


ector, Cancer 


Research Partnerships 

Dire b6 Mobile: b6 
From: Chen, Alice (CHHS) < bé6 
Sent: Monday, May 4, 2020 3:12 PM 

To: Adam, Stacey (FNIH) [T] < b6 

Cc: Duong, Tran (CHHS) < v6 


Subject: FW: NIH Question re: California 
Dear Stacey, 


b6 forwarded me your name as someone who would be a good contact for the work I’m leading for the state of 
California. 


¥'d love to find a time to connect by phone to learn more both ebout ACTIV and what role California could play in partnering and 
elevating NIH’s initiative. 


Best 
Alice 
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Alice Hm Chen, MD, MPH 
Deputy Secretary for Policy and Strategic Planning and Director of Clinical Affairs 
California Health and Human Services Agency 


From: Sue Desmond-Hellmann < b6 
Sent: Friday, May 1, 2020 5:15 PM 

To: Chen, Alice (CHHS) < b6 

Subject: Re: NIH Question re: California 


| am not concerned about sharing the slides. And here is contact info for the clinical trials efforts at NIH: 


The person to contact about clinical trials (including adaptive designs) for COVID-19 therapeutics is Stacey Adam of 


FNIH. She’s at v6 
Sent from my iPad 
On May 1, 2020, at 5:02 PM, Chen, Alice (CHHS) < b6 wrote: 
Hi b6 just wanted to check to see whether it’s Ok to share the slides ~ am assuming so but wanted to 
check. Thanks 
Alice Hm Chen, MD, MPH 


Deputy S tary for Policy and Strategic Planning and Director of Clinical Affairs 
California Heaith and Human Services Agency 


From: Chen, Alice (CHHS) 

Sent: Friday, May 1, 2020 10:19 AM 

To: b6 b6 
Subject: RE: NIH Question re: California 


Thanks so much b6 . 


Acouple questions: 
- Can | forward this slide set? 
- When you get Stacy Adam’s contact information can you connect us? 
- What were his thoughts about what role California could play in this? 
- Will there be a specific focus on outpatient therapies (can’t imagine there won't be}? 


For the recommendations on experts on diagnostics, here are two people from our state task force who come 


highly recommended are: 
- Christina Kong, MD who is medical director of pathology and clinical labs at Stanford: 
https://profiles.stanford.edu/christina-kong 


- Cari Hanson, PhD who is the VDRL CLIA Laboratory Director at CDPH ~ he is really thoughtful but want to. 


flag that he is part of group Cerus formed to research CPP: 
https://www.businesswire.com/news/home/20200326005211/en/Cerus-Forms-Group-Research- 


Optimal-Production-COVID-19 
- Jeff Shapiro at Kaiser who 


Also if you're looking for someone with a more pragmatic, implementation lens, Jeff Schapiro, MD who is the 


medical director of the Kaiser Northern California leboratory comes highly recommended. 
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Any chance we can touch base jater this afternoon or over weekend? 


Best 
Alice 


Alice Hm Chen, MD, MPH 
Deputy Secretary for Pc tegic Planning and Director of Clinical Affairs 
California Health and Human Services Agency 


From: b6 b6 
Sent: Thursday, April 30, 2020 9:38 AM 
To: Chen, Alice (CHHS) < b6 


Subject: Fwd: NIH Question re: California 


Hi Alice, Francis was very positive about California contributing to the COVID product development 
efforts. He sent the attached slides, and said that Stacy Adam was the best contact (he is supposed to 
send me her contact info). 
One specific topic he raised was R&D on diagnostics as NIH received 1.58 dollars for this effort- rapid 
scale up for point of care diagnostics. So a major effort on that front would be important. And, he is 
seeking names of folks with excellence in diagnostics who are not conflicted to help him with decision 
making. 

b6 


Sent from my iPad 


Begin forwarded message: 


From: "Collins, Francis (NIH/OD) [E]" < b6 
Date: April 30, 2020 at 5:48:01 AM PDT 

To: b6 b6 

Ce: "Wood, Gretchen (NIH/OD) [E]" < b6 


Subject: RE: NIH Question re: California 


See three slides that might be helpful for our conversation. Looking forward to 
it. 


Francis 
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From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 5/8/2020 8:54:25 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tadakl]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklow]] 

Subject: FW: ACTIV 


Stet Original Message----- 

From: Freire, Maria (FNIH) [T] 
Sent: Friday, Mav 8. 2020 4:49 PM 
To: Jon Cohen < b6 

Subject: RE: ACTIV 


Well, the NIH should be the ones to answer your questions but here is my view. 


Being involved in this type of program is SOP for us; we are brought in fairly regularly by the NIH to 
take on the massive program management of public-private partnerships (PPP). Frankly, I would have been 
surprised if we had not been asked to help. We can convene folks quickly, help focus the goals and tasks 
and, unlike federal employees, we are able to raise and accept funds from the private sector as well as 
ask’ for donations of drugs, placebo, data, etc., which are critical for success. 


I have no reason to believe that political considerations are at all in play. In fact, President Trump 
announced ACTIV in one of his press conferences. 


Stay safe Jon. Cheers, Maria 


o---- Original Messaae-~--- 

From: Jon Cohen < b6 

Sent: Friday, May 8, 2020 2:14 PM 
To: Freire, Maria (FNIH) [T] < 
Subject: Re: ACTIV 


It still is a bit of a head scratcher: why does NIH need FNIH to do this? Are political considerations 
part of the calculus? 


On May 8, 2020, at 9:34 AM, Freire, Maria (FNIH) [T] < b6 wrote: 
[EXTERNAL EMAIL] 


> 
> 
> 
> 
> Hi Jon - yes, long time. Glad you are well. 1 am in Peru on quarantine - long story. All is well, 
mercifully, but it is 24/7, as I am sure it is for you. 

> 

> I am happy to chat but the answer is fairly straightforward: ACTIV is the type of partnership we know 
how to do well and for which we can gear up fast. That is one of the reasons we were created by 
Congress. Our role in ACTIV is the same as in other partnerships we organize (such as AMP, PACT, etc.) - 
we bring the relevant voices together, identify the most important questions that need to be answered and 
figure out who does what so that the goals can be met. We build and manage alliances across sectors to 
support the goals and mission of NIH all the time, so this was a natural request. 

> 


> I don’t know much about Warp Speed although my understanding is that they are focused on downstream 
issues, like manufacturing. ACTIV is more upstream, it is focused on accelerating the timeline for the 
best new treatments and vaccines to get approved. 


Best, 
Maria 


Original Messaae----- 

Jon Cohen < b6 

Friday, May 8, 2020 8:54 AM 

To: Freire, Maria (FNIH) [T] < b6 
Subject: ACTIV 


vVV¥VVVV¥VVVVV¥¥ 


Maria, 
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> 


> 
> 
> 
> 
> 
> 
> 


Many moons. 


I’m working on a story about Operation Warp Speed and how it relates to other efforts. 


I’m hoping you can clarify a detail for me: why is FNIH, as opposed to NIH, organizing ACTIV? 


Is one concern interference from the white House? 


Happy to speak by phone if it helps. 


may be a complicated question. 


vv¥VV¥VYVy¥y¥ 


Thanks, 
Jon 


Jon Cohen 
Science 


b6 


I’d like to write a clear, straightforward explanation to what 
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From: Lane, Cliff (NIH/NIAID) {E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 


Sent: 5/8/2020 4:21:13 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


Subject: Re: Follow up: NIAID and Vaccines 


| just responded to the note from Peter! 


From: "Collins, Francis (NIH/OD) [E]" < b6 
Date: Friday, May 8, 2020 at 12:15 PM 

To: "Lane, Cliff (NIH/NIAID) [E]" < b6 
Subject: RE: Follow up: NIAID and Vaccines 


Oh boy. And | just sent you a note from Peter — (b) (5) 
(b) (5) 


Francis 


From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Friday, May 8, 2020 12:05 PM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < 
Lawrence (NIH/OD) [E] < b6 Austin, Christopher (NIH/NCATS) [E] 
Ashley (NIH/OD) [E] < b6 Anderson, James (NIH/OD) [E] < 

Maria (FNIH) [T] < b6 

Subject: Follow up: NIAID and Vaccines 


(&) (5) 


| learned that the Oxford vaccine may be getting support from BARDA. 


All agreed there was a need to get to a decision, provide clarity and move forward. 


b6 Tabak, 
< b6 Parker, 
b6 Freire, 


We will be having an additional call later today (hopefully) with two statisticians/methodologists. 


| will give an update after that call. 


Cliff 

From: "Wholley, David (FNIH) [T]" b6 

Date: Friday, May 8, 2020 at 11:43 AM 

To: "Collins, Francis (NIH/OD) [E]" b6 Lawrence Tabak < 
"Austin, Christopher (NIH/NCATS) [E]" b6 >, "Lane, Cliff (NIH/I 


b6 “Parker, Ashley (NIH/OD) [E]" b6 


b6 
NIAID) [E]" 
“Anderson, James (NIH/OD) 
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[Er b6 “Freire, Maria (FNIH) [T]" b6 
Subject: this morning's war room discussion re: status of animal models 


Please see below from Joe Menetski, answering your question about which animal models have been looked at and 
status. David 


From: Menetski, Joseph (FNIH) [T] b6é Ss 
Sent: Friday, May 8, 2020 9:55 AM 

To: Wholley, David (FNIH) [T] b6 

Ce: Menetski, Joseph (FNIH) [T] b6 

Subject: War room reply 


David, 


In a follow up to your call about the animal models discussion in the war room meeting this morning, | wanted to update 
you on the status of the discussions within the working group animal model subteam. 


We have assembled a comprehensive list of currently known animal models that have some testing with SARS-CoV2 


(both public and pre-publication). (b) (5) 
(b) (5) 


We are now collecting the data to fill in the gaps in our knowledge, because some of those studies are underway. We 
will continue to add and modify this list as more data is available and our understanding of the molecular characteristics 
of human clinical disease become more defined. 


If the NIH leadership team has additional suggestions of models, we are happy to hear of them, the team will be happy 
to critically review any validation data of models as they become available. 


| hope this helps answer the questions posed. 


Sincerely, 
Joe 


Joseph P, Menetski Ph.D. 
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Associate Vice President, Research Partnerships 
Foundation for the National Institutes of Health 
ort 

11400 Rockville Pike, 


tite 600, North Bethesda, MD 20852 


Donate to the FNIH’s Pandemic Response Pund te combat COVID-19: inih.org/pandemic 


FNJH PANDEMIC 


RESPONSE FUND 
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From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 

Sent: 4/20/2020 1:47:44 PM. 

To: Anderson, James (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonim]; Tabak, Lawrence 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 


cc: Collins, Francis (NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: RFN Response 

Flag: Follow up 


Thank you, Jim. Happy to answer any questions, M. 


From: Anderson, James (NIH/OD) [E] < b6 

Sent: Monday, April 20, 2020 9:47 AM 

To; Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Ce: Collins, Francis (NIH/OD) [E] < b6 


Subject: RE: RFN Response 


Maria, 

We are reading it now. 

Thank you. 

Jim 

From: Freire, Maria (FNIH) [T] b6 

Sent: Monday, April 20, 2020 9:44 AM 

To: Tabak, Lawrence (NIH/OD) [E] < b6 Anderson, James (NIH/OD) [E] 
b6 > 

Cc: Collins, Francis (NIH/OD) [E] b6 > 

Subject: RFN Response 

Dear Larry and Jim, 

Just to let you know the response to the RFN on ACTIV, which was due today, has been submitted. 


All the best, Maria 
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From: Wood, Gretchen (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=549F390B39D044A8B5D1E0E1A8F76C1F-WOODGS] 

Sent: 5/11/2020 2:06:51 PM. 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Burrus-Shaw, Cyndi (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=Sbbac95b1f6e45144a299b318030c31f6-shawcy]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087 d08b628e6f-melencioc] 

Subject: May 13 War Room call 


Flag: Follow up 
Good morning, 


Due to the ACTIV Executive Committee and wg co-chairs call now scheduled for Wednesday morning, do you want us to 
reschedule the 8:30 AM War Room call? 


Thank you, 


Gretchen 
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From: Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 


(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA2 1573B23-ANDERSONJM] 


Sent: 4/20/2020 1:46:56 PM. 
To: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854¢83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 


[E] [/o=Exchangelabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 
eC: Collins, Francis (NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Subject: RE: RFN Response 


Flag: Follow up 


Maria, 

We are reading it now. 
Thank you. 

Jim 


From: Freire, Maria (FNIH) [T] < b6 

Sent: Monday, April 20, 2020 9:44 AM 

To: Tabak, Lawrence (NIH/OD) [E] < b6 Anderson, James (NIH/OD) [E] 
< b6 

Ce: Collins, Francis (NIH/OD) [E] < b6 

Subject: RFN Response 


Dear Larry and Jim, 
Just to let you know the response to the RFN on ACTIV, which was due today, has been submitted. 


All the best, Maria 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 

Sent: 10/4/2020 6:44:48 PM 

To: Gibbons, Gary (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab 13bc407-gibbonsgh]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Perez-Stable, Eliseo 
(NIH/NIMHD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d06f5c7aad094f6685d9f1d260d46441-perezstable]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1 bb0b9aac84846c-mensahga]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d65bb70f-pattersa] 

Subject: RE: Follow up with CVS 


Thanks, Gary, 


| will be sure to include George and Amy as we organize. Right now | am just awaiting some initial offered times from 
the CVS team. 


Thanks, 
Stacey 


Adam, PhD 


Di 


ctor, Cancer 
Research Partnerships 
Direct: be Mobile: b6 
From: Gibbons, Gary (NIH/NHLBI) [E] < b6 
Sent: Saturday, October 3, 2020 12:23 PM 
To: Adam, Stacey (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < be 
Cc: Wholley, David (FNIH) [T] < b6 Perez-Stable, Eliseo (NIH/NIMHD) [E] b6 

; Mensah, George (NIH/NHLBI) [E] < b6 Patterson, Amy (NIH/NHLBI) [E] 

< b6 


Subject: RE: Follow up with CVS 


Thanks Francis; we very much appreciate being looped in on this potentially promising opportunity to enhance the 
diversity of research participants in therapeutic/vaccine trials. 


Hi Stacey, 

Thanks for the follow-up and outreach. 

| won't speak for Eliseo, but It would be my preference for the dialogue with CVS-NIH to initially loop-in both George 
Mensah (CEAL-Co-Lead) and Amy Patterson (CONNECTS-ACTIV Lead) given the potential cross-cutting implications of the 


CVS platform on the collaborative, inter-dependent objectives of CEAL, COVPN and ACTIV. 


Many thanks for facilitating the connection and coordinating the next steps. 
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Have a great weekend. 


Best regards, 


Gary 

From: Adam, Stacey (FNIH) [T] v6 

Sent: Saturday, October 3, 2020 11:36 AM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Wholley, David (FNIH) [T] b6 >; Gibbons, Gary (NIH/NHLBI) [E] b6 >; Perez- 
Stable, Eliseo (NIH/NIMHD) [E] < 6 > 


Subject: RE: Follow up with CVS 
Hi Francis, 


Yes, |am happy to include the any of the CEAL team members in our meetings with the CVS team once we get them 
arranged. 


Hi Gary, 
Please just let me know whom from your team | should include in the planning. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 Mobile: b6 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Saturday, October 3, 2020 11:08 AM 

To: Adam, Stacey (FNIH) [T] b6 

Cc: Wholley, David (FNIH) [T] < b6 >; Gibbons, Gary (NIH/NHLBI) [E] v6 >; Perez- 
Stable, Eliseo (NIH/NIMHD) [E] b6 

Subject: Follow up with CVS 


Hi Stacey, 


It would be great to include the CEAL team in your follow ups with CVS about trial recruitment. Gary has already 
reached out to indicate interest in that. Can you make those links happen? 


Thanks, Francis 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 

Sent: 10/5/2020 12:29:29 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: ACTIV-2 


Thanks, Francis. 


From: Collins, Francis (NIH/OD) [E] < v6 
Sent: Saturday, October 3, 2020 1:25 PM 

To: Wholley, David (FNIH) [T] < b6 
Subject: RE: ACTIV-2 


Hi David, 


(b) (5) 


FC 


From; Wholley, David (FNIH) [T] b6 
Sent: Friday, October 2, 2020 10:43 AM 

To: Collins, Francis (NIH/OD) [E] b6 
Subject: RE: ACTIV-2 


| see Stacey answered you. (b) (5) 
(b) 6) 


From: Collins, Francis (NIH/OD) [E] b6 > 

Sent: Friday, October 2, 2020 9:02 AM 

To: Wholley, David (FNIH) [T] b6 >; Adam, Stacey (FNIH) [T] b6 
Subject: ACTIV-2 


COLL0000013615 


Is there an ACTIV-2 enrollment site in the DC area? 


COLL0000013615 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 10/4/2020 6:55:38 PM 

To: Perez-Stable, Eliseo (NIH/NIMHD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=d06f5c7aad094f6685d9f1d260d46441-perezstable]; Gibbons, Gary 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407-gibbonsgh]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Mensah, George 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=284d85649e634a0a9 1 bb0b9aac84846c-mensahga]; Patterson, Amy 
(NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=afad1ca74b3e449d8b4f319 1d6Sbb70f-pattersa]; Hooper, Monica 
(NIH/NIMHD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b6d6c0a220304ca184b0c7 19bab8d080-hoopermw]; Stinson, Nathaniel 
(INIH/NIMHD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51a540552c484cSfa7a8bb184a49648e-stinsonn] 

Subject: RE: Follow up with CVS 


Hi Eliseo, 


Thank you for following up. | will include Monica and Nathan once we have times offered for the meeting. 


Adam, PhD 
Director, Cancer 
rch Partnerships 


b6 Mobile: b6 
From: Perez-Stable, Eliseo (NIH/NIMHD) [E] < b6 
Sent: Saturday, October 3, 2020 4:44 PM 
To: Gibbons, Gary (NIH/NHLBI) [E] < b6 Adam, Stacey (FNIH) [T] < b6 Collins, Francis 
(NIH/OD) [E] <collinsf@od.nih.gov> 
Ce: Wholley, David (FNIH) [T] < bé Mensah, George (NIH/NHLBI) [E] < b6 
Patterson, Amy (NIH/NHLBI) [E] < b6 Hooper, Monica (NIH/NIMHD) [E] 
< b6 Stinson, Nathaniel (NIH/NIMHD) [E] < b6 


Subject: Re: Follow up with CVS 


With copies to Monica and Nathan this time. 


From: Eliseo Perez Stable b6 

Date: Saturday, October 3, 2020 at 4:43 PM 

To: "Gibbons, Gary (NIH/NHLBI) [E]" < b6 “Adam, Stacey (FNIH) [T]" < b6 
Francis Collins b6 

Ce: "Wholley, David (FNIH) [T]" < b6 “Mensah, George (NIH/NHLBI) [E]" 


COLL0000013616 


b6 “Patterson, Amy (NIH/NHLBI) [E]" < b6 
Subject: Re: Follow up with CVS 


Hello Stacey, | agree with Gary. From NIMHD perspective Monica Hooper (NIMHD Deputy) and Nathan Stinson 
(Community Health and Population Science Division Director). Thanks for facilitating the connection to CVS. Best, Eliseo 


From: "Gibbons, Gary (NIH/NHLBI) [E]" b6 
Date: Saturday, October 3, 2020 at 12:22 PM 
“Adam, Stacey (FNIH) [T]" b6 , Francis Collins < b6 


'Wholley, David (FNIH) [T]" b6 >, Eliseo Perez Stable b6 >, 
"Mensah, George (NIH/NHLBI) [E]" b6 , "Patterson, Amy (NIH/NHLBI) [E]" 
< b6 


Subject: RE: Follow up with CVS 


Thanks Francis; we very much appreciate being looped in on this potentially promising opportunity to enhance the 
diversity of research participants in therapeutic/vaccine trials. 


Hi Stacey, 

Thanks for the follow-up and outreach. 

| won't speak for Eliseo, but It would be my preference for the dialogue with CVS-NIH to initially loop-in both George 
Mensah (CEAL-Co-Lead) and Amy Patterson (CONNECTS-ACTIV Lead) given the potential cross-cutting implications of the 
CVS platform on the collaborative, inter-dependent objectives of CEAL, CoVPN and ACTIV. 

Many thanks for facilitating the connection and coordinating the next steps. 

Have a great weekend. 


Best regards, 


Gary 


From: Adam, Stacey (FNIH) [T] <b 

Sent: Saturday, October 3, 2020 11:36 AM 

To: Collins, Francis (NIH/OD) [E] < b6 4 

Cc: Wholley, David (FNIH) [T] b6 Gibbons, Gary (NIH/NHLBI) [E] b6 >; Perez- 
Stable, Eliseo (NIH/NIMHD) [E] b6 

Subject: RE: Follow up with CVS 


Hi Francis, 


Yes, |am happy to include the any of the CEAL team members in our meetings with the CVS team once we get them 
arranged. 


Hi Gary, 
Please just let me know whom from your team | should include in the planning. 


Thanks, 
Stacey 


COLL0000013616 


ey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

b6 Mobile: bé6 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Saturday, October 3, 2020 11:08 AM 

To: Adam, Stacey (FNIH) [T] b6 

Cc: Wholley, David (FNIH) [T] b6 >; Gibbons, Gary (NIH/NHLBI) [E] v6 >; Perez- 
Stable, Eliseo (NIH/NIMHD) [E] < b6 

Subject: Follow up with CVS 


Hi Stacey, 


It would be great to include the CEAL team in your follow ups with CVS about trial recruitment. Gary has already 
reached out to indicate interest in that. Can you make those links happen? 


Thanks, Francis 


COLL0000013616 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/5/2020 11:06:40 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201005. pptx 

Attachments: ACTIV Daily Update 20201005.pptx 


Materials for this morning’s war room call, Monday October 5. 


COLL0000013617 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/4/2020 11:13:02 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

cc: Gibbons, Gary (NIH/NHLBI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b71b953b50a5495ca0f2869ab13bc407 -gibbonsgh]; Perez-Stable, Eliseo 
(INIH/NIMHD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=d06f5c7aad094f6685d9f1d260d46441-perezstable] 

Subject: RE: Follow up with CVS 


Francis, we already had a call with Brett Tolman of Deloitte, who is helping manage the CEAL effort, on Friday. Our 
understanding is that as of Friday morning 4 of the 11 states that had been approached by CEAL with grant offers had 
responded, We are going to wait until that is a little higher to integrate the CEAL conversation into the current ACTIV 
protocols, most likely by having CEAL representatives join the ACTIV Cross-Trial Operations meeting that we run ona 
regular basis. Let me know please if you had something else in mind. David. 


From: Collins, Francis (NIH/OD) [E] < v6 

Sent: Saturday, October 3, 2020 11:08 AM 

To: Adam, Stacey (FNIH) [T] < b6 

Cc: Wholley, David (FNIH) [T] < b6 Gibbons, Gary (NIH/NHLBI) [E] < b6 Perez- 
Stable, Eliseo (NIH/NIMHD) [E] < b6 


Subject: Follow up with CVS 
Hi Stacey, 


It would be great to include the CEAL team in your follow ups with CVS about trial recruitment. Gary has already 
reached out to indicate interest in that. Can you make those links happen? 


Thanks, Francis 


COLL0000013619 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 
Sent: 10/2/2020 9:19:30 PM 


To: Cohen, Michael J [ b6 Garrigan, TJ [ b6 Burklow, John 


(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Wholley, David (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 


[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ffOb6c2-collinsf]; Sanquini, Louis 
[ b6 

cc: Abdelsamad, Omar M [ b6 Clapsis, Antonios [ b6 
Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; Neuberger, Alina P. 


[Alina. b6 
Subject: RE: CVS - NIH - SARS-CoV-2 Positive outpatient therapy trial 


Attachments: a5401f1-070720 Version 1.0 Master Protocol without Product Appendices.pdf; NHLBI Outpatient Trial draft connors 


ridker v3.3 jul 18 1pm.pdf; Protocol C3PO version 2updated.pdf 
Flag: Follow Up 


Dear ACTIV and CVS Teams, 


While after this email, we will boil it down to just the primary contact from both sides, | wanted to ensure the whole CVS 


team had access to the protocols discussed, in case that is helpful. Attached are the (b) (5) 


study should be the final 


approved protocols. | will be sure to get the final from Paul and share that before our call. 


As for arranging a call with the ACTIV/CP trial teams, please just send me some good times for your group and | will work 


to align them to our team’s schedules either is a large group or by individual trials, whichever is fastest. 
| will also work on getting the list of all the sites currently open for the trials and their address with zip code. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 Mobile: b6 


COLL0000013620 


From: Jeremy Farrar [ b6 

Sent: 1/21/2021 8:30:17 AM 

To: Patrick Chinnery - UKRI MRC [ b6 Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Alison Cave - UKRI 


INNOVATEUK [alison. b6 .org]; Alastair Lamb [ b6é 
ce: Vallance, Patrick (GO-Science) [ b6 Nick Cammack [N. b6 Paul 
Schreier [ b6 Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative 


Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey 
(FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Wood, Gretchen (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 

Subject: Re: Clinical Trials 


Flag: Follow up 
Congratulations to all colleagues and friends in the USA on Inauguration Day yesterday! 
Patrick C —was there a date set for this call? 


Best wishes Jeremy 


From: Patrick Chinnery - UKRI MRC < b6 

Date: Sunday, 17 January 2021 at 17:31 

To: Collins, Francis (NIH/OD) [E] < b6 Alison Cave - UKRI INNOVATEUK 

< b6 Alastair Lamb < b6 

Ce: Jeremy Farrar < b6 Vallance, Patrick (GO-Science) < b6 

Nick Cammack < b6 Paul Schreier < b6 Wholley, David 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Wood, Gretchen (NIH/OD) [E] 
< b6 


Subject: Re: Clinical Trials 


Dear Francis 

Im copying in our team to connect with Gretchen to schedule the call 
Many thanks for this 

Patrick 


Prof Patrick Chinnery FMedSci 
Clinical Director 
Medical Research Council 


K< Medical 
4 Research 
a4 Council 
On 16 Jan 2021, at 14:53, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Hey there Jeremy, 


COLL0000013638 


This is an excellent idea, and this would be good timing. I’m looping in David Wholley and 
Stacey Adam of the ACTIV partnership team, and Gretchen Wood for my scheduling 

purposes. Let’s get together soon. We can prepare a quick summary in advance of our current 
ACTIV trials. 

Thanks for your kind tweet about my staying on in the Biden administration. 

All the best, Francis 


From: Jeremy Farrar < b6é 

Sent: Friday, January 15, 2021 6:13 AM 

To: Collins, Francis (NIH/OD) [E] < bé6 Patrick Chinnery < b6 
Ce: Vallance, Patrick (GO-Science) < b6 Nick Cammack 

< b6 Paul Schreier < v6 


Subject: Clinical Trials 


Francis 
Happy New Year. 


Talking with the National Core Studies Group in the UK this morning, which Patrick V chairs — wondered 
whether it would be a good time to have another call with you and your team and share updated 
information on the pipeline of drugs that are in Phase II, III and other trials, as we did last year, but have 
not done for a while. 


Copying in Nick and Paul from the international Therapeutics Accelerator to give a sight into the 
international clinical trials agenda — if they can join, 


Best wishes Jeremyt 


Wellcome supports science to solve the urgent health challenges facing everyone. We support discovery research into life, health 
and wellbeing, and we're taking on three worldwide health challenges: mental health, global heating and infectious diseases. 


Please note that Wellcome has changed its domain name from Wellcome.ac.uk to Wellcome.org. Emails sent to Welloome 
“@wellcome.ac.uk” email addresses will still be received. You may continue to receive some emails from “@wellcome.ac.uk” while 
we work to update our systems, so it's important that they are not ignored or rejected. Should you have any further queries, please 


email Project( 


The Wellcome Trust is a charity registered in England and Wales, no. 210183. Its sole trustee is The Wellcome Trust Limited, a 
company ragistered in England and Wales, no. 2771000 (whose registered office is at 215 Euston Road, London NW’ 2BE, UK) 


COLL0000013638 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 


Sent: 10/5/2020 11:21:43 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 


Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Hi Francis, 


Would you like just the currently activated sites? Or would like the full list including the targeted 


sites that we hope to open? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: v6 | Mobile: b6 


Original Message- 
From: Collins, Francis (ntH/oD) [—E] < b6 
Sent: Monday, October 5, 2020 7:16 PM 

To: Wholley, David CFNIH) fTl< 

Adam, Stacey CFNIH) [T] < 

Subject: FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


Oh boy. Maybe it's a way to increase trial enrollment? 


Original Message- 
From: Mango, Paul (AHS/T0S) b6 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/oD) [E] < 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 


Francis- 1 (b) 4). (b) (5) 
(b) A), (6) (5) 


Sent from my iPhone 


Lane, Cliff (NIH/NIAID) [E] < 


b6 


COLL0000013639 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/6/2020 1:35:16 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dced87510679648859e 1cf101c0943414-adamsj4] 


cc: Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 

Flag: Follow up 


Hard to tell. 


Original Message----- 
From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, October 5, 2020 7:16 PM 

To: Wholley, David (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < v6 
Adam, Stacey (FNIH) [T] < b6 

Subject: FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


Oh boy. Maybe it's a way to increase trial enrollment? 


Original Message- 
From: Mango, Paul (HHS/IOS) < 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/oD) [E] < b6 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 
Francis- (b) (4). (b) (5) 

(b) (4). (b) (5) 


Sent from my iPhone 


COLL0000013643 


From: Lane, Cliff (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 


(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 


Sent: 10/6/2020 4:43:27 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Fauci, Anthony (NIH/NIAID) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=df38103d75 134f658ae2d356f0396b94-afauci] 

Subject: Re: Clinical trial sites for Regeneron and Lilly therapeutics 


I would be happy to join a call and/or get a copy of updated information. 


cliff 


On 10/6/20, 12:41 PM, “Collins, Francis (NIH/OD) [E]" < b6 wrote: 


See note below from Dan -- suggesting Lilly is doing a press release tomorrow about their combo. 


Interested in getting on a call with him? 


I can't do this until 7 pm tonight, however. Let me know if you'd like me to set something up. 
Francis 


-----original Message----- 
From: Daniel Skovronsky < b6 

Sent: Tuesday, October 6, 2020 10:51 AM 

To: Collins, Francis (NIH/OD) [E] < 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Thanks Francis (b) (4), () (5) 
(b) (4). (&) (5) 


Best, 


----- Original Message----- 
From: Collins, Francis (NIH/0D) [E] < b6 

Sent: Tuesday; October 6. 2020 10:37 AM 

To: Daniel Skovronsky < b6 

Cc; Wholley, David (FNIH) LT] < b6 

Subject: [EXTERNAL] FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 


Just wanted to let you know (start at bottom of the thread) that Paul Mango of OWS asked for 


information about recruitment sites for mAb trials. 


Francis 


oon--1 Original Message----- 

From: Wholley, David CFNTH) [T] < b6 

Sent: Tuesday, October 6, 2020 8:57 AM 

To: Collins, Francis (NIH/OD) (e] < b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Should you let Dan Skovronsky know about this? 


oe original Message----- 


From: Collins, Francis (NIH/oD) [E] < b6 

Sent: Tuesday, October 6, 2020 7:52 AM 

To: Adam, Stacey (FNIH) IT] < b6 wholley, David (FNIH) [T] < b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 


COLL0000013645 


Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Both would be great, thanks. 


-----original Message----- 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Monday, October 5, 2020 7:22 PM 

To: Collins. Francis (NIH/OD) [E] < b6 Whollev. David (FNIH) [T] 
< b6 Lane, Cliff (NIH/NIAID) |EJ < be 


Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Hi Francis, 


would you like just the currently activated sites? Or would like the full list including the 
targeted sites that we hope to open? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: b6 


Original Message 
From: Collins, Francis (NIH/oD) [E] < b6 
Sent: Monday, October 5, 2020 7:16 PM 
To: Wholley, David (FNIH) [Tl < b6 Lane, Cliff (NIH/NIAID) [E] < b6 
Adam, Stacey (FNIH) [T] < v6 
Subject: FW: Clinical trial sites for Regeneron and Lilly therapeutics 


Oh boy. Maybe it's a way to increase trial enrollment? 


-----Original Message----- 


From: Mango, Paul (HHS/IOS) < b6 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/oD) [E] < b6 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 
Francis- (b) (4). (b) (5) 


(b) (4), (®) (5) 


Sent from my iPhone 


COLL0000013645 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 


(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 10/6/2020 12:56:51 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 

Flag: Follow up 


Should you let Dan Skovronsky know about this? 


--Original Message----- 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 6, 2020 7:52 AM 

To: Adam, Stacey (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 
(NIH/NIAID) [E] < b6 -gOV> 


Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Both would be great, thanks. 


teeta Original Message----- 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Monday, October 5, 2020 7:22 PM 

To: Collins, Francis (NIH/OD) [Ee] < b6 .gov>; Wholley, David (FNIH) [T] < 
Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 


Hi Francis, 


Lane, Cliff 


b6 


Would you like just the currently activated sites? Or would like the full list including the targeted 


sites that we hope to open? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: b6 


soenn ‘Original Message----- 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, October 5, 2020 7:16 PM 

To; wholley, David (FNIH) [Tl < b6 Lane, Cliff (NIH/NIAID) [E] < 
Adam, Stacey (FNIH) [T] < b6 

Subject: FW: Clinical trial sites for Regeneron and Lilly therapeutics 


Oh boy. Maybe it's a way to increase trial enrol]ment? 


ales ‘Original Message-~--- 

From: Mango, Paul (HHS/TOS) < b6 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/OD) [E] < 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 


Francis- z (b) (4). (b) (5) 
() (4). (&) G) 


Sent from my iPhone 


COLL0000013646 


From: Daniel Skovronsky [ b6 


Sent: 10/6/2020 2:50:47 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Flag: Follow up 
Thanks Francis, : x (b) (4). (&) G) 
(b) 4). (&) (5) 
Best, 
Dan 


wore Original Message----- 

From: Collins, Francis (NIH/OD) [€] < b6 

Sent: Tuesday, October 6. 2020 10:37 AM 

To: Daniel Skovronsky < b6 

Cc: Wholley, David (FNIH) [TJ < b6 

Subject: [EXTERNAL] FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 


Just wanted to Tet you know (start at bottom of the thread) that Paul Mango of OWS asked for information 
about recruitment sites for mAb trials. 


Francis 

arene Original Message----- 

From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, October 6, 2020 8:5/ AM 

To: Collins, Francis (NIH/oD) [E] < b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Should you let Dan Skovronsky know about this? 


wee Original Message----- 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 6, 2020 7:52 AM 

To: Adam, Stacey (FNIH) [Tl] < b6 wholley, David (FNIH) [T] < b6 Lane, Cliff 
CNIH/NIAID) [E] b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
Both would be great, thanks. 


manna ‘Original Message----- 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Monday, October 5, 2020 7:22 PM 

To: Collins, Francis (NIH/OD) [E1 < b6 Wholley, David (FNIH) [T] < b6 
Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
Hi Francis, 


would you like just the currently activated sites? Or would like the full list including the targeted 
sites that we hope to open? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 


Director, Cancer 
Research Partnerships 


COLL0000013647 


Direct: b6 | Mobile: b6 


aaa ‘Original Message----- 
From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Monday, October 5, 2020 7:16 PM 


To: Wholley, David (FNIH) [Tl] < b6 Lane, Cliff (NIH/NIAID) [E] < 


Adam, Stacey (FNIH) [T] < b6 
Subject: FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


Oh boy. Maybe it's a way to increase trial enrollment? 


ooennt ‘Original Message----- 

From: Mango, Paul (HHS/IOS) b6 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 


Francis- (b) (4). (&) (5) 
(&) A). () (5) 


Sent from my iPhone 


b6 


COLL0000013647 


From: Daniel Skovronsky [ b6 


Sent: 10/6/2020 6:05:32 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Yes, of course. Thanks! 


ite ‘Original Message----- 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Tuesday, October 6. 2020 2:05 PM 

To: Daniel Skovronsky < b6 

Subject: [EXTERNAL] RE: Clinical trial sites for Regeneron and Lilly therapeutics 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 

If I can line up Tony and Cliff, would you be willing to do a call at 7 pm tonight? 
Francis 

s-o== Original Message----- 

From: Daniel Skovronsky b6 

Sent: Tuesday, October 6, 2020 10:51 AM 


To: Collins, Francis (NIH/oD) [E] < b6 
Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Thanks Francis, E &) @,. ©) 6) ey 
(&) (4), (®) (5) 

Best, 

Dan 


tata Original Message----- 

From: Collins, Francis (NIH/oD) [€]_ ~< b6 

Sent: Tuesday, October 6. 2020 10:37 AM 

To: Daniel Skovronsky < b6 

Cc: Wholley, David (FNIH) [TJ < b6 

Subject: [EXTERNAL] FW: Clinical trial sites for Regeneron and Lilly therapeutics 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 


Just wanted to let you know (start at bottom of the thread) that Paul Mango of ows asked for information 
about recruitment sites for mAb trials. 


Francis 

soon ‘Original Message----- 

From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, October 6, 2020 8:5/ AM 

To: Collins, Francis (NIH/OD) [E] b6 

Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
Should you let Dan Skovronsky know about this? 


a Original Message----- 


From: Collins, Francis (NIH/oD) [E] < b6 

Sent: Tuesday, October 6, 2020 7:52 AM 

To: Adam, Stacey (FNIH) itl < v6 Wholley, David (FNIH) [T] < b6 Lane, Cliff 
(NIH/NIAID) [E] <c b6 =gov> 


Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


COLL0000013655 


Both would be great, thanks. 


alata Original Message----- 


From: Adam, Stacey (FNIH) [T] < bé 

Sent: Monday, October 5, 2020 7:22 PM 

To: Collins, Francis (NIH/0D) [E1 < b6 -gov>; Wholley, David (FNIH) [T] < b6 
Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
Hi Francis, 


Would you like just the currently activated sites? Or would like the full list including the targeted 
sites that we hope to open? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: b6 


mpiee: original Message----- 

From: Collins, Freneis (NIH/oD) [E] < b6 

Sent: Monday, October 5, 2020 7:16 PM 

To: Wholley, David (ENIH) Tl< b6 Lane, Cliff (NIH/NIAID) [E] < b6 
Adam, Stacey (FNIH) [T] < b6 

Subject: FW: Clinical trial sites for Regeneron and Lilly therapeutics 


Oh boy, Maybe it’s a way to increase trial enrollment? 


-Original Message- 
From: Mango, Paul (HHS/TOS) < b6 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/OD) [E] < 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 


Francis- (b) (4). (b) (5) 
(b) (4), (®) (5) 


Sent from my iPhone 


COLL0000013655 


From: Cheryl A. Macdougall [ b6 


Sent: 10/6/2020 7:52:11 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

a4 Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 

Flag: Follow up 


Thanks - just sent! 


nore ‘Original Message----- 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 6, 2020 3:49 PM 

Jet chery] A. Macdougall < 

Lane, Cliff (NIH/NIAID) LE] < 6 

Sabteces [EXTERNAL] RE: Clinical trial sites tor Regeneron and Lilly therapeutics 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Please add Cliff Lane for 7 pm. Still waiting to hear from Dr. Fauci. 
Francis 


Sea ‘Original Message----- 

From: Cheryl A. Macdougall < b6 

Sent: Tuesday, October 6, 2020 2:54 PM 

To: Collins, Francis (NIH/OD) [E1 < b6 

Cc: Chery] A. Macdougall < b6 

Subject: FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


De cap TINE IT will send a meeting notice from Dan's calendar for 7p today. I'm happy to add others if 
nee 


Stay well, Chery] 


Cheryl MacDougall 
Sr. Executive Assistant to Daniel Skovronsky, M.D., PhD President, Lilly Research Laboratories - Chief 
Scientific Officer Eli Lilly and company Lilly Corporate Center, Indianapolis, IN 46285 
office 
b6 mobile 
b6 


I stand in solidarity against injustice an in support of humanity! 


Confidentiality Notice: This e-mail message from Eli Lilly and Company (including al] attachments) is for 
the sole use of the intended recipient(s) and may contain privileged and confidential information. Any 
unauthorized review, use, disclosure, copying or distribution is strictly prohibited. If you are not the 
intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message. 


wooo Original Message----- 

From: Daniel Skovronsky 

Sent: Tuesday, October 6, 2020 2:06 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Yes, of course. Thanks! 

ooennt Original Message----- 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 6. 2020 2:05 PM 

To: Daniel Skovronsky < b6 

Subject: [EXTERNAL] RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 


Hi Dan, 


COLL0000013656 


If I can line up Tony and Cliff, would you be willing to do a call at 7 pm tonight? 
Francis 


— Original Message----- 

From: Daniel Skovronsky < b6 

Sent: Tuesday, October 6, 2020 10:51 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Thanks Francis, e 5 (&) 4). &) G) . 
(b) @). &) (5) 

Best, 

Dan 


enum Srigiqg! Message----~ 

From: Collins, Franois (NIH/oD) [E] < b6 

Sent: Tuesday, October 6. 2020 10:37 AM 

To: Daniel Skovronsky < b6 

Cc: Wholley, David (FNIH) [TJ < b6 

Subject: [EXTERNAL] FW: Clinical trial sites for Regeneron and Lilly therapeutics 


EXTERNAL EMAIL; Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 


Just wanted to let you know (start at bottom of the thread) that Paul Mango of Ows asked for information 
about recruitment sites for mAb trials. 


Francis 

Swen. ‘Original Message----- 

From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, October 6, 2020 8:57 AM 

To: collins, Francis (NIH/0D) [E] < b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Should you let Dan Skovronsky know about this? 


smiele Original Message----- 


From: Collins, Francis (NIH/oD) [E] < b6 
Sent: Tuesday, October 6, 2020 7:52 AM . 
To: Adam, Stacey (FNIH) i < b6 Wholley, David (FNIH) [T] < b6 Lane, Cliff 


(NIH/NIAID) [E] < 
Subject: RE: Climical ee Ste tor Regeneron and Lilly therapeutics 


Both would be great, thanks. 


riginal Message- 


From: Adam, Stacey ent) “tr < b6 

Sent: Monday, October 5, 2020 7:22 PM 

To: Collins, Francis (NIH/0D) [El < b6 Wholley, David (FNIH) [T] < b6 
Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
Hi Francis, 


Would you like just the currently activated sites? Or would like the full list including the targeted 
sites that we hope to open? 


Thanks, 
stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: v6 


COLL0000013656 


-----Original Message----- 
From: Collins, Francis (NIH/oD) [e] < b6 
Sent: Monday, October 5, 2020 7:16 PM 


To: Wholley, David (FNIH) [T] <r b6 Lane, Cliff (NIH/NIAID) [E] < 


Adam, Stacey (FNIH) [T] < 
Subject: FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


Oh boy. Maybe it's a way to increase trial enrollment? 


— Original Message----- 
From: Mango, Paul (HHS/IOS) < v6 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/OD) [E] < 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 


Francis- F (&) @). &) 6) 
(®) (4). (®) (5) 


Sent from my iPhone 


b6 


COLL0000013656 


From: Cheryl A. Macdougall [ b6 


Sent: 10/6/2020 6:54:18 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Cheryl A. Macdougall [ b6 

Subject: FW: Clinical trial sites for Regeneron and Lilly therapeutics 

Flag: Follow up 


Bey aha I will send a meeting notice from Dan's calendar for 7p today. I'm happy to add others if 
nee: 


Stay well, Chery] 


Cheryl MacDougall 
Sr. Executive Assistant to Daniel Skovronsky, M.D., PhD 
President, Lilly Research Laboratories - Chief Scientific Officer 
Eli_Lilly and Company 
Lilly Corporate Center, Indianapolis, IN 46285 

b6 office 

b6 mobile 

b6 


I stand in solidarity against injustice an in support of humanity! 


Confidentiality Notice: This e-mail message from Eli Lilly and Company (including all attachments) is for 
the sole use of the intended recipient(s) and may contain privileged and confidential information. Any 
unauthorized review, use, disclosure, copying or distribution is strictly prohibited. If you are not the 
intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message. 


coon ‘Original Message----- 

From: Daniel Skovronsky 

Sent: Tuesday, October 6, 2020 2:06 PM 

To: Collins, Francis (NIH/oD) [E] b6 

Subject: RE: Clinical trial sites tor Regeneron and uly therapeutics 


Yes, of course. Thanks! 

oornn ‘Original Message----- 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 6. 2020 2:05 PM 

To: Daniel Skovronsky < b6 

Subject: [EXTERNAL] RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 

If I can line up Tony and Cliff, would you be willing to do a call at 7 pm tonight? 
Francis 

asian ‘Original Message----- 

From: Daniel Skovronsky < b6 

Sent: Tuesday, October 6, 2020 10:51 AM 


To; Collins, Francis (NIH/oD) [E] < v6 
Subject: RE: Clinical trial sites for Regeneron and L1!ly therapeutics 


Thanks Francis, a (&) @), &) G) 
(b) 4). ©) (5) 


Best, 


Dan 


COLL0000013657 


aati Original Message----- 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 6. 2020 10:37 AM 

To: Daniel Skovronsky < b6 

Cc: Wholley, David (FNIH) [TJ < b6 

Subject: [EXTERNAL] FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 


Just wanted to let you know (start at bottom of the thread) that Paul Mango of OWS asked for information 
about recruitment sites for mAb trials. 


Francis 

ee Original Message----- 

From: Wholley, David (FNIH) [T] < 

Sent: Tuesday, October 6, 2020 8:57 AM 

To: Collins, Francis (NIH/oD) [€] < b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Should you let Dan Skovronsky know about this? 


ieetates Original Message----- 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 6, 2020 7:52 AM 

To: Adam, Stacey (FNIH) [T1 b6 Wholley, David (FNIH) [T] < b6 Lane, Cliff 
(NIH/NIAID) [E] < b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
Both would be great, thanks. 


cieienam. Original Message----~- 


From: Adam, Stacey ENIH) (r] < v6 

Sent: Monday, October 5, 2020 7:22 PM 

To: Collins, Francis (NIH/oD) [El < b6 Wholley, David (FNIH) [T] < b6 
Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 


Hi Francis, 


Would you Tike just the currently activated sites? or would like the full list including the targeted 
sites that we hope to open? 


Thanks , 
stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: b6 


riginal Message- 
From: collins, Francis (NIH/oD) [Ee] < b6 

Sent: Monday, October 5, 2020 7:16 PM 

To: Wholley, David (FNIH) [Tl < b6 Lane, Cliff (NIH/NIAID) [E] < b6 
Adam, Stacey (FNIH) [T] < b6 

Subject: FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


Oh boy. Maybe it's a way to increase trial enrollment? 


w----1 Original Message----- 

From: Mango, Paul (RHS/T0S) < b6 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/oD) {e] < 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 


Francis- (b) (4). (b) (5) 
(b) @). () G) 


Sent from my iPhone 


COLL0000013657 


COLL000001365; 


From: Cheryl A. Macdougall [ b6 


Sent: 10/6/2020 8:48:49 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 

Flag: Follow up 

Thanks! 


woeen Original Message----- 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 6, 2020 4:48 PM 

Tet chery] A. Macdougall < 

Lane, Cliff (NIH/NIAID) LE] < 

Sahteces [EXTERNAL] RE: Clinical trial sites tor Regeneron and Lilly therapeutics 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments 
Dr, Fauci has another commitment, so it will be Dan, Cliff, and me. 
Francis 


Stata ‘Original Message----- 

From: Cheryl A. Macdougall < 

Sent: Tuesday, October 6, 2020 3:52 PM 

To: Collins, Francis (NIH/oD) [E] < b6 

Cc: Lane, Cliff (NIH/NIAID) [E] < b6 

Subject: RE: Clinical trial sites Tor Regeneron and Lilly therapeutics 


Thanks - just sent! 


saipaia, Sriginal Message-~--- 

From: Collins, Francis (NIH/oD) [Ee] < b6 

Sent: Tuesday, October 6, 2020 3:49 PM 

To: Cheryl A. Macdougall < 

Cc; Lane, Cliff (NIH/NIAID) LE) < b6 

Subject: [EXTERNAL] RE: Clinical trial sites tor Regeneron and Lilly therapeutics 


EXTERNAL EMAIL; Use caution before replying, clicking links, and opening attachments. 
Please add Cliff Lane for 7 pm. still waiting to hear from Dr. Fauci. 
Francis 


beaalne Original Message---~~ 

From: Cheryl A. Macdougall < 

Sent: Tuesday, October 6, 2020 2:54 PM 

To: Collins, Francis (NIH/OD) [El < 

Cec: Cheryl A, Macdougall < 

Subject: FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


Dr. Collins, I will send a meeting notice from Dan's calendar for 7p today. I'm happy to add others if 


needed. 
Stay well, Chery] 


Cheryl MacDougall 


Sr. Executive Assistant to Daniel Skovronsky, M.D., PhD President, Lilly Research Laboratories - Chief 


Scientific Officer Eli Lilly and Company Lilly Corporate Center, Indianapolis, IN 46285 


b6 office 
b6 mobile 
b6 -com 


I stand in solidarity against injustice an in support of humanity! 


Confidentiality Notice: This e-mail message from E1i Lilly and Company (including all attachments) is for 
the sole use of the intended recipient(s) and may contain privileged and confidential information. Any 


unauthorized review, use, disclosure, copying or distribution is strictly prohibited. 


If you are not the 


COLL0000013659 


intended recipient, please contact the sender by reply e-mail and destroy all copies of the original 
message. 


oe original Message----- 
From: Daniel Skovronsky 

Sent: Tuesday, October 6, 2020 2:06 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Yes, of course, Thanks! 


on Original Message----- 

From: Collins, Francis (NIH/oD) [E] < b6 

Sent: Tuesday, October 6. 2020 2:05 PM 

To: Daniel Skovronsky v6 

Subject: [EXTERNAL] RE: Clinical trial sites tor Ragenieran and Lilly therapeutics 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 

If I can line up Tony and Cliff, would you be willing to do a call at 7 pm tonight? 
Francis 


ialetates ‘Original Message----~ 

From: Daniel Skovronsky < v6 

Sent: Tuesday, October 6, 2020 10:51 AM 

To: Collins, Francis (NIH/oD) [E] < b6 

Subject: RE: Clinical trial sites for Regeneron and L11ly therapeutics 


Thanks Francis, (&) (4), (&) G) 
(b) (4). (b) (5) 


Best, 


ceaaes Sniainal Message----- 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 6. 2020 10:37 AM 

To: Daniel Skovronsky < b6 

Cc: Wholley, David (FNIH) [TJ < b6 

Subject: [EXTERNAL] FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 
Hi Dan, 


Just wanted to let you know (start at bottom of the thread) that Paul Mango of OWS asked for information 
about recruitment sites for mAb trials. 


Francis 

wore ‘Original Message----- 

From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, October 6, 2020 8:57 AM 

To: Collins, Francis (NIH/oD) [E] < b6 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
should you let Dan skovronsky know about this? 


-----Original Message----- 


From: Collins, Francis (NIH/OD) [E] b6é 
Sent: Tuesday, October 6, 2020 7:52 AM 
To: Adam, Stacey (FNIH) sal b6 Wholley, David (FNIH) [T] b6 Lane, Cliff 


(NIH/NIAID) [E] 
Subject: RE: Clinical tee sites Tor Regeneron and Lilly therapeutics 


COLL0000013659 


Both would be great, thanks. 


--->- Original Message----- 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Monday, October 5, 2020 7:22 PM 

To: Collins, Francis (NIH/oD) [El] < b6 wholley, David (FNIH) [T] < b6 
Lane, Cliff CNIH/NIAID) [E] < b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 


Hi Francis, 


Would you like just the currently activated sites? or would like the full list including the targeted 
sites that we hope to open? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: b6 


alates Original Message----- 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, October S, 2020 7:16 PM 

To: Wholley, David (FNIH) [T1 < b6 Lane, Cliff (NIH/NIAID) [E] < b6 
Adam, Stacey (FNIH) [T] < b6 

Subject: FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


Oh boy. Maybe it's a way to increase trial enrollment? 


aoenn ‘Original Message----- 
From: Mango, Paul (HHS/IOS) < b6 
Sent: Monday, October 5, 2020 9:44 AM 
To: Collins, Francis (NIH/oD) [E] < b6 
Subject: Clinical trial sites for Regeneron and Lilly therapeutics 
Francis- (&) @), (b) (5) 
(b) (4). (b) (5) 


Sent from my iPhone 


COLL0000013659 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 10/6/2020 5:20:31 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
ce: Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e 1a8f7 6c1f-woodgs] 
Subject: 10.7 ACTIV Executive Committee Meeting 20201006.pptx 


Attachments: 10.7 ACTIV Executive Committee Meeting 20201006.pptx 


Francis, here are the updated slides for tomorrow morning’s EC call. | thought I'd send them to you one last time in case 
you wanted to see them. I'd like to send them out by 4. PS—have a note in to John Beigel to make sure ACTIV-S is still 
launching this week. 


Please let me know any changes. Thanks, David 


COLL0000013667 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/7/2020 11:39:10 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201007.pptx 

Attachments: ACTIV Daily Update 20201007.pptx 


Slides for this morning’s war room, Wednesday October 7. 


COLL0000013682 


From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A 1823C18522-MYLESR] 

Sent: 10/7/2020 1:13:37 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras); Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Santos, Michael (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65/80-santosmr]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 

GG: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 

(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243e5d35298-seigfreidks]; Schwetz, Tara (NIH/OD) 

[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24bS035-schwetzta]; Wolinetz, Carrie 

(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 

(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 

(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7 ac48e4a60b2ecd1969a7 16-higgins|]; Brodd, Lauren (NIH/OD) [E] 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e5417 1b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 

{/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 

(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d491586841696e460f062-gormanmj] 

Subject: Lilly Briefing Reporters Today on Antibody Program/Applied for EUA 

Attachments: Comprehensive_Antibody_Program_Update.pdf 


m 


a 


Flag: Follow up 


Lilly briefed reporters this morning on BLAZE 1. See Lilly news release. 


COLL0000013684 


From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B369 2A 1823C18522-MYLESR] 

Sent: 10/7/2020 1:22:30 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4] 

GG Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=61290b74aa9244358954c45439ffdeb6-fineab]; Seigfreid, Kim (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=918ccb3c48e240e79a0ab243e5d35298-seigfreidks] 

Subject: TIME SENSITIVE: HHS Tweets on EUA 

Attachments: Comprehensive Antibody Program_Update.pdf 


Flag: Follow up 


Hi all: 


HHS plans to tweet about the Lilly EUA request. | don’t think it’s technically ACTIV-2 and ACTIV-3, but rather BLAZE 1, is 
that correct? 


-A potential antibody therapy for COVID-19 supported by #OperationWarpSpeed through the @NIH’s ACTIV-2 and 
ACTIV-3 trials has been submitted to the @US_FDA for emergency use authorization. The FDA will now follow the 
science and the data in evaluating this application. 


-While we have heard a great deal about the unprecedented progress being made toward delivering a safe and effective 
COVID-19 vaccine, the work of #OperationWarpSpeed on therapeutics is also moving forward to deliver treatments for 


Americans. 


Thanks, 
Renate 


COLL0000013686 


From: 


Sent: 
To: 


cc: 


Subject: 


Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A1823C18522-MYLESR] 

10/7/2020 1:29:13 PM 

Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b74aa9a44358954c45439ffdeb6-fineab]; Seigfreid, Kim (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=918ccb3c48e240e79a0ab243e5d35298-seigfreidks] 

RE: TIME SENSITIVE: HHS Tweets on EUA 


Thank you, Stacey. 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Wednesday, October 7, 2020 9:28 AM 

To; Myles, Renate (NIH/OD) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 Parker, 
Ashley (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 

Ce: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 Seigfreid, 
Kim (NIH/OD) [E] < b6 


Subject: RE: TIME SENSITIVE: HHS Tweets on EUA 


Hi Renate, 


That is correct. The EUA is not be submitted based on our data, but the same antibody that is in the EUA is being tested 
in our ACTIV-2 and ACTIV-3 trials, 


| hope this answers your question. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 


Director, Cancer 

Research Partnerships 

Direct: b6 Mobile: b6 

From: Myles, Renate (NIH/OD) [E] b6 

Sent: Wednesday, October 7, 2020 9:23 AM 

To: Collins, Francis (NIH/OD) [E] b6 Parker, Ashley (NIH/OD) [E] b6 ; Wholley, 
David (FNIH) [T] b6 >; Adam, Stacey (FNIH) [T] b6 

Ce: Burklow, John (NIH/OD) [E] b6 >; Fine, Amanda (NIH/OD) [E] b6 >; Seigfreid, 
Kim (NIH/OD) [E] b6 


COLL0000013688 


Subject: TIME SENSITIVE: HHS Tweets on EUA 
Importance: High 


Hi all: 


HHS plans to tweet about the Lilly EUA request. | don’t think it’s technically ACTIV-2 and ACTIV-3, but rather BLAZE 1, is 
that correct? 


-A potential antibody therapy for COVID-19 supported by #OperationWarpSpeed through the @NIH’s ACTIV-2 and 
ACTIV-3 trials has been submitted to the @US_FDA for emergency use authorization. The FDA will now follow the 
science and the data in evaluating this application. 


-While we have heard a great deal about the unprecedented progress being made toward delivering a safe and effective 
COVID-19 vaccine, the work of #OperationWarpSpeed on therapeutics is also moving forward to deliver treatments for 


Americans. 


Thanks, 
Renate 


COLL0000013688 


From: 


Sent: 
To: 


cc: 


Subject: 
Flag: 


Hi Renate, 


Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 

10/7/2020 1:27:47 PM 

Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=61290b74aa9a44358954c45439ffdeb6-fineab]; Seigfreid, Kim (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48e240e79a0ab243e5d35298-seigfreidks] 

RE: TIME SENSITIVE: HHS Tweets on EUA 


Follow up 


That is correct. The EUAis not be submitted based on our data, but the same antibody that is in the EUA is being tested 
in our ACTIV-2 and ACTIV-3 trials. 


| hope this answers your question. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 


ctor, Cancer 


Research Partnerships 


Direct: b6 Mobile: b6 

From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Wednesday, October 7, 2020 9:23 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Wholley, 
David (FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 

Cc: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 Seigfreid, 
Kim (NIH/OD) [E] < b6 


Subject: TIME SENSITIVE: HHS Tweets on EUA 
Importance: High 


Hi all: 


HHS plans to tweet about the Lilly EUA request. | don’t think it’s technically ACTIV-2 and ACTIV-3, but rather BLAZE 1, is 


that correct? 


-A potential antibody therapy for COVID-19 supported by #OperationWarpSpeed through the @NIH’s ACTIV-2 and 
ACTIV-3 trials has been submitted to the @US_FDA for emergency use authorization. The FDA will now follow the 
science and the data in evaluating this application. 


COLL0000013691 


-While we have heard a great deal about the unprecedented progress being made toward delivering a safe and effective 


COVID-19 vaccine, the work of #OperationWarpSpeed on therapeutics is also moving forward to deliver treatments for 
Americans. 


Thanks, 
Renate 


COLL0000013691 


From: Sharpless, Norman (NIH/NCI) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=340F3D07 B6644DA7ACAS3AB83DCO66EF-SHARPLESSNE] 

Sent: 10/7/2020 4:32:24 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Doroshow, James (NIH/NCI) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387cae2485faa6-doroshoj] 

CG: Togashi, Mieko (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=136a7 3bd42274938aa467e738767f83e-togashim]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Adam, Stacey (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]) 

Subject: RE: NCI Community-Based Cancer Centers to the rescue? 


Flag: Follow up 


Adding Jim D to cc list 


David—eager to discuss, 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Wednesday, October 7, 2020 12:30 PM 

To: Sharpless, Norman (NIH/NCI) [E] < b6 

Ce: Togashi, Mieko (NIH/NCI) [E] < b6 Wholley, David (FNIH) [T] < v6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] < b6 Freire, Maria (FNIH) [T] 
< b6 

Subject: RE: NCI| Community-Based Cancer Centers to the rescue? 


Hey Ned, 


That would be great — and (b) (5) . I’m looping in David 
Wholley to see how to set up the right group of ACTIV team members. This could be really important. 


Francis 

From: Sharpless, Norman (NIH/NCI) [E] b6 
Sent: Wednesday, October 7, 2020 12:26 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Togashi, Mieko (NIH/NCI) [E] b6 


Subject: RE: NCI Community-Based Cancer Centers to the rescue? 


(b) (5) 


COLL0000013693 


b) 6) 


Ned 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, October 7, 2020 11:30 AM 

To: Sharpless, Norman (NIH/NCI) [E] 6 
Subject: NCI Community-Based Cancer Centers to the rescue? 


Hi Ned, 


(b) (5) 


Francis 


COLL0000013693 


From: Mango, Paul (HHS/IOS) [ b6 


Sent: 10/7/2020 4:34:15 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 

Subject: Re: Clinical trial sites for Regeneron and Lilly therapeutics 


Ok, many thanks 


Sent from my iPhone 


> On Oct 7, 2020, at 12:32 PM, Collins, Francis (NIH/OD) [E] < b6 wrote: 

> 

> See below and attached for response to vour reauest. ACTIV-2 is outpatients. ACTIV-3 is inpatients. 
(&) (4), (&) (S) 

> 

> Francis 

> 

> -----Original Message----- 

> Adam, Stacey (FNIH) [T] < b6 

> Wednesday, October 7, 2020 12:07 PM 

> To: Collins, Francis (NIH/OD) [TE] < b6 -gov>; Wholley, David (FNIH) [T] < b6 

Lane, Cliff (NIH/NIAID) [E] < b6 


> Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
> 
> Hi Francis, 


> 
> Attached are excel files for ACTIV-2 and ACTIV-3 trials. They each have two tabs. 1 with currently 
open sites and one with targeted sites for the network. 


> 
> The phone numbers for the sites and for ACTIV-3 they do not have the street addresses. Do we think 
these are essential for HHS's purposes? 


> 
> Also, just as a note, a similar_request was sent to OWS, and I am currently working with that team to 
try and Find a was to get currently opens sites on a website that could be provided to the white House 
and others to point to the trials, Happy to discuss this further if needed, but wanted you to know a 
similar request was coming from other angles. 


> 
> Please let me know if we think these site lists need to be in a different format. 
> 


= (©) ). (&) (5) 

at (b) (4), (0) S) 

> 

> Thanks, 

> Stacey 

> 

> Stacey J. Adam, PhD 

> Director, Cancer 

> Research Partnerships 

> Direct: b6 | Mobile: bé6 

> 

> 

> -----Original Message----- 

> Mango, Paul (HHS/TOS) < b6 

> : Monday, October 5, 2020 9:44 AM 

> To: Collins, Francis (NIH/OD) [E] < b6 

> Subject: Clinical trial sites for Regeneron and Lilly therapeutics 
> 

> Francis- E (&) ). (&) G) 


(b) (4). (&) G) 


Sent from my iPhone 
<ACTIV-2 Site list_07 Oct 2020-HHS.xIsx> 
<ACTIV-3 Master Site List_2020-10-07-HHS.x1sx> 


vvyve 


COLL0000013694 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F067964885S9E 1CF101C0943414-ADAMSJ4] 

Sent: 10/7/2020 4:07:04 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane] 

Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 

Attachments: ACTIV-2 Site list_07 Oct 2020-HHS.xIsx; ACTIV-3 Master Site List_2020-10-07-HHS.xIsx 


Flag: Follow up 


Hi Francis, 


Attached are excel files for ACTIV-2 and ACTIV-3 trials. They each have two tabs. 1 with currently open 
sites and one with targeted sites for the network. 


The phone numbers for the sites and for ACTIV-3 they do not have the street addresses. Do we think these 
are essential for HHS's purposes? 


Also, just as a note, a similar request was sent to OWS, and I am currently working with that team to try 
and find a was to get currently opens sites on a website that could be provided to the white House and 
others to point to the trials. Happy to discuss this further if needed, but wanted you to know a similar 
request was coming from other angles. 


Please let me know if we think these site lists need to be in a different format. 


(&) 4). &) (S) 
(b) (4), (©) (S) 


Thanks , 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: b6 


tetas Original Message----- 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 6, 2020 7:52 AM 

To: Adam, Stacey (FNIH) [T1 b6 >; Wholley, David CFNIH) [T] b6 >; Lane, Cliff 
(NIH/NIAID) [E] <: b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
Both would be great, thanks. 


ono ‘Original Message----~ 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Monday, October 5, 2020 7:22 PM 

To: Collins, Francis (NIH/oD) [E] < b6 Wholley, David (FNIH) [T] < b6 
Lane, Cliff (NIH/NIAID) [E] b6 


Subject: RE: Clinical trial sites tor Regeneron and Lilly therapeutics 
Hi Francis, 


Would you like just the currently activated sites? or would like the full list including the targeted 
sites that we hope to open? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: b6 


COLL0000013695 


-----Original Message----- 

From: Collins, Francis (NIH/0D) [E] b6 

Sent: Monday, October 5, 2020 7:16 PM 

To: Wholley, David (FNIH) [Tl < b6 Lane, Cliff (NIH/NIAID) [E] 
Adam, Stacey (FNIH) [T] b6 

Subject: FW: Clinical trial sites tor Regeneron and Lilly therapeutics 


Oh boy. Maybe it's a way to increase trial enrollment? 


sees Original Message----- 

From: Mango, Paul (HHS/IOS) < v6 

Sent: Monday, October 5, 2020 9:44 AM 

To: Collins, Francis (NIH/OD) [E] < 

Subject: Clinical trial sites for Regeneron and Lilly therapeutics 
(&) 4), () (5) 

() (4). (®) (5) 


Francis- 


Sent from my iPhone 


COLL0000013695 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/7/2020 5:16:47 PM 

To: Sharpless, Norman (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=340f3d07b6644da7 acaS3ab83dc066ef-sharplessne]; Collins, Francis 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938eS0d2ff0b6c2-collinsf]; Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=a1d0fb9f055940c39b387 cae2485faa6-doroshoj] 

Ce: Togashi, Mieko (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a73bd42274938aa467e738767{83e-togashim]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Adam, Stacey (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]) 

Subject: RE: NCI Community-Based Cancer Centers to the rescue? 


Great, Ned. Let me huddle with Stacey Adam—who knows both the NIH networks and the current players in the ACTIV 
protocols, and see whom it may make most sense to involve ina call. 


From: Sharpless, Norman (NIH/NCI) [E] < b6 

Sent: Wednesday, October 7, 2020 12:32 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Doroshow, James (NIH/NCI) [E] < b6 

Ce: Togashi, Mieko (NIH/NCI) [E] < b6 Wholley, David (FNIH) [T] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] < b6 Freire, Maria (FNIH) [T] 
< b6 


Subject: RE: NCl Community-Based Cancer Centers to the rescue? 
Adding Jim D to cc list 


David—eager to discuss, 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, October 7, 2020 12:30 PM 

To: Sharpless, Norman (NIH/NCI) [E] < b6 > 

Cc: Togashi, Mieko (NIH/NCI) [E] < b6 Wholley, David (FNIH) [T] v6 >; Tabak, 
Lawrence (NIH/OD) [E] b6 >; Adam, Stacey (FNIH) [T] b6 >; Freire, Maria (FNIH) [T] 
< b6 


Subject: RE: NCI Community-Based Cancer Centers to the rescue? 
Hey Ned, 


That would be great — and (b) (5) I’m looping in David 
Wholley to see how to set up the right group of ACTIV team members. This could be really important. 


Francis 


COLL0000013700 


From: Sharpless, Norman (NIH/NCI) [E] b6 

Sent: Wednesday, October 7, 2020 12:26 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Togashi, Mieko (NIH/NCI) [E] b6 

Subject: RE: NCI Community-Based Cancer Centers to the rescue? 


6) 6) 


Ned 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, October 7, 2020 11:30 AM 

To: Sharpless, Norman (NIH/NCI) [E] b6 

Subject: NCI| Community-Based Cancer Centers to the rescue? 
Hi Ned, 


(b) (5) 


Francis 


COLL0000013700 


From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 


Sent: 10/7/2020 5:26:15 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6995d677257-wholleyd]; Lane, Cliff (NIH/NIAID) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 


Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Attachments: 070CT2020 OWS Clinical trial consolidated site list.xlsx 


Hi Francis, 


(b) @). (®) (5) 


Apologies for the double email, but | did not realize this would be forthcoming so quickly. 
the website referral that | spoke of earlier too. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: b6 


oa Original Message----- 
From: Collins, Francis (NIH/OD) [E] < v6 
Sent: Tuesday, October 6, 2020 7:52 AM 


We are also still working out 


COLL0000013701 


To: Adam, Stacey (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) 
[E]< b6 
Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 


Both would be great, thanks. 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Monday, October 5, 2020 7:22 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Lane, Cliff 
(NIH/NIAID) [E] < b6 


Subject: RE: Clinical trial sites for Regeneron and Lilly therapeutics 
Hi Francis, 


Would you like just the currently activated sites? Or would like the full list including the targeted sites that we hope to 
open? 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direct: b6 | Mobile: b6 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, October 5, 2020 7:16 PM 

To: Wholley, David (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Adam, Stacey 
(FNIH) [T] < b6 

Subject: FW: Clinical trial sites for Regeneron and Lilly therapeutics 


Oh boy. Maybe it's a way to increase trial enrollment? 


riginal Messag 


From: Mango, Paul (HHS/IOS) < b6 
Sent: Monday, October 5, 2020 9:44 AM 
To: Collins, Francis (NIH/OD) [E] < 6 


Subject: Clinical trial sites for Regeneron and Lilly therapeutics 


Francis- (b) (4). () (5) 
: : i (©) (4). &) (5) 


Sent from my iPhone 


COLL0000013701 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/7/2020 6:28:09 PM 

To: Sharpless, Norman (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=340f3d07b6644da7 aca53ab83dcO066ef-sharplessne]; Collins, Francis 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Doroshow, James (NIH/NCI) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a 1d0fbSf055940c39b387 cae2485faa6-doroshoj] 

cc: Togashi, Mieko (NIH/NCI) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=136a73bd42274938aa46 7e738767f83e-togashim]; Tabak, Lawrence 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Adam, Stacey (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc]; Melencio, Cheryl (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa742841Sbb86087d08b628e6f-melencioc] 

Subject: RE: NCI Community-Based Cancer Centers to the rescue? 


Thanks, Ned— 

We'd like to get a call with you all and the two folks from NIAID who are running the critical ACTIV-2 outpatient trial 
right now: 

Peter Kim, ACTIV-2 NIAID Program Officer 

Manizhe Payton, ACTIV-2 NIAID Operations Officer 


If Ok with you, Stacey will work the calendars. Really appreciate your considering this. David 


From: Sharpless, Norman (NIH/NCI) [E] < b6 

Sent: Wednesday, October 7, 2020 12:32 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Doroshow, James (NIH/NCI) [E] < b6 

Cc: Togashi, Mieko (NIH/NCI) [E] < b6 Wholley, David (FNIH) [T] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Adam, Stacey (FNIH) [T] < v6 Freire, Maria (FNIH) [T] 
< b6 


Subject: RE: NC| Community-Based Cancer Centers to the rescue? 
Adding Jim D to cc list 


David—eager to discuss, 


From: Collins, Francis (NIH/OD) [E] b6 > 

Sent: Wednesday, October 7, 2020 12:30 PM 

To: Sharpless, Norman (NIH/NCI) [E] < v6 

Ce: Togashi, Mieko (NIH/NCI) [E] b6 ; Wholley, David (FNIH) [T] b6 >; Tabak, 

Lawrence (NIH/OD) [E] b6 Adam, Stacey (FNIH) [T] b6 ; Freire, Maria (FNIH) [T] 
b6 > 

Subject: RE: NCI Community-Based Cancer Centers to the rescue? 


COLL0000013704 


Hey Ned, 


That would be great — and (b) (5) I’m looping in David 
Wholley to see how to set up the right group of ACTIV team members. This could be really important. 


Francis 


From: Sharpless, Norman (NIH/NCI) [E] b6 
Sent: Wednesday, October 7, 2020 12:26 PM 


To: Collins, Francis (NIH/OD) [E] b6 
Ce: Togashi, Mieko (NIH/NCI) [E] b6 
Subject: RE: NC| Community-Based Cancer Centers to the rescue? 
(b) (5) 
Ned 
From: Collins, Francis (NIH/OD) [E] b6 
Sent: Wednesday, October 7, 2020 11:30 AM 
To: Sharpless, Norman (NIH/NCI) [E] b6 
Subject: NCI Community-Based Cancer Centers to the rescue? 
Hi Ned, 
(b) (5) 
Francis 


COLL0000013704 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 

Sent: 10/8/2020 11:27:10 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 

Subject: Lab coats and scrub tops for ACTIV sites 


Flag: Follow up 

Francis, Larry — 

Stacey let us know yesterday that her WG members are keen to get lab coats and scrub tops printed with the ACTIV logo 
for the ACTIV therapeutic clinical trials teams. The idea is to build an ACTIV community and boost morale. (We did this 


for the folks involved with the NIAID clinical trials for the Ebola vaccine and it went over very well.) 


We can do support this from some private donations we have received. The lab coats and scrubs are useful and 
functional, not decorative chotskies. It would be approximately 1,000 lab coats for the Pls and 5,000 scrub tops. 


Now, here is the kicker: we don’t have an ACTIV logo and everybody's knickers are in a twist. Good grief! | suggest we 
just print ACTIV in big bold letters, in an attractive blue or something, where the embroidery would go. 


Please say yes. 


Wish that all our problems were this difficult. Cheers, M. 


COLL0000013720 


From: Freire, Maria (FNIH) (T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D345S5EAF14854C83F41D84-FREIREMC] 

Sent: 10/9/2020 1:40:25 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!] 


Subject: Re: Lab coats and scrub tops for ACTIV sites 

Phew! On it. 

From: "Collins, Francis (NIH/OD) [E]" b6 

Date: Thursday, October 8, 2020 at 9:33:20 PM 

To: "Freire, Maria (FNIH) [T]" b6 > "Tabak, Lawrence (NIH/OD) [E]" 
b6 > 


Subject: RE: Lab coats and scrub tops for ACTIV sites 


YES! Including the big bold letters. 


Francis 

From: Freire, Maria (FNIH) [T] < b6 

Sent: Thursday, October 8, 2020 7:27 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: Lab coats and scrub tops for ACTIV sites 

Francis, Larry — 

Stacey let us know yesterday that her WG members are keen to get lab coats and scrub tops printed with the ACTIV logo 
for the ACTIV therapeutic clinical trials teams. The idea is to build an ACTIV community and boost morale. (We did this 


for the folks involved with the NIAID clinical trials for the Ebola vaccine and it went over very well.) 


We can do support this from some private donations we have received. The lab coats and scrubs are useful and 
functional, not decorative chotskies. It would be approximately 1,000 lab coats for the Pls and 5,000 scrub tops. 


Now, here is the kicker: we don’t have an ACTIV logo and everybody’s knickers are in a twist. Good grief! | suggest we 
just print ACTIV in big bold letters, in an attractive blue or something, where the embroidery would go. 


Please say yes. 


Wish that all our problems were this difficult. Cheers, M. 


COLL0000013722 


From: Freire, Maria (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=8598D551D1D3455EAF14854C83F41D84-FREIREMC] 


Sent: 10/9/2020 1:47:49 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

cc: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak!]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc4a427ea3d34f1e072f8cb7-menetskijp] 

Subject: Updates 


Francis, here is where we are on the 2 action items from this morning’s call: 
© Cheryl is already working to set up the call with you, Paul, and Janet. She is waiting to hear back from Paul 


Stoffels’ office about October 14 at noon, hopefully this morning. Stacey will be included in the call. 
= The call within NCI and NIAID ACTIV-2 team leads has been set up for 3 PM next Thursday, October 15. 


COLL0000013740 


From: Garner, Deanna (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=0S5A2F8FFO8F74680ACS7 BC1CFES3014A-GARNERDS] 

Sent: 10/9/2020 5:43:40 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc]; Stoffels, Paul 
[ v6 ] 

cc: Melencio, Cheryl (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=279e14fa7428415bb86087d08b6 28e6f-melencioc]; Riccobene, Kim 
[ b6 Wood, Gretchen (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=549f390b39d044a8bSd1e0e1a8f76c1f-woodgs]; Thomas, Ashley (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1bcdSd3f7c1e4309a251d013e1cc89b0-Ashley.Thom] 


Subject: Webex Call re: ACTIV Trial accrual and funding challenges 
Location: virtual 

Start: 10/14/2020 4:00:00 PM 

End: 10/14/2020 5:00:00 PM 


Show Time As: Tentative 


Required Wholley, David (FNIH) [T]; Adam, Stacey (FNIH) [T]; Collins, Francis (NIH/OD) [E]; Woodcock, Janet (FDA/CDER); 
Attendees: —Stoffels, Paul 

Optional Melencio, Cheryl (FNIH} [T]; Riccobene, Kim; Wood, Gretchen (NIH/OD) [E]; Thomas, Ashley (FDA/CDER) 
Attendees: 


Stacey Adam is an alternate host for this meeting. Thank you. 


b6 Meeting password: b6 


Join from a video system or application 
Dial b6 @nih.webex 
You can also dial b6 and enter your meeting number. 


Tap to join from a mobile device (attendees only) 
b6 Call-in toll number (US/Canada) 


Join by phone 
b6 Call-in toll number (US/Canada) 


Glo numbers 


Glo 


Join using Microsoft Lync or Microsoft Skype for Business 


Dial b6 


COLL0000013757 


Can't join the 


If you are a host, click here to view host information 


COLL0000013757 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 1/14/2021 2:45:06 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Menetski, Joseph (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1afS2dc4a427ea3d34f1e072f8cb7-menetskijp] 

cc; Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!]; Adam, Stacey (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f4 1d84-freiremc] 

Subject: RE: virus variants and Stoffels 


| think that would be perfect. 


From: Collins, Francis (NIH/OD) [E] < v6 

Sent: Wednesday, January 13, 2021 9:42 PM 

To: Wholley, David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 

Ce: Tabak, Lawrence (NIH/OD) [E] < 6 Adam, Stacey (FNIH) [T] < b6 Freire, Maria 
(FNIH) [T] < b6 


Subject: RE: virus variants and Stoffels 
Hi David, 
Thanks for this background. | will send Janet a note and include the one-year version of the proposal, and my 


ppt file from last Saturday’s ASPR-convened call. I'll ask her whether she sees a path forward to support of the 
project through OWS, and encourage her to speak up about this at the LT. 


FC 

From: Wholley, David (FNIH) [T] b6 > 

Sent: Wednesday, January 13, 2021 7:59 PM 

To: Collins, Francis (NIH/OD) [E] b6 >; Menetski, Joseph (FNIH) [7] b6 

Cc: Tabak, Lawrence (NIH/OD) [E] b6 >; Adam, Stacey (FNIH) [T] b6 >; Freire, Maria 
(FNIH) [T] < b6 


Subject: RE: virus variants and Stoffels 


Hi Francis, 
lam just answering this now because | have been traveling without access to email all afternoon and am just back 
online. | will answer your question about Stoffels and the LT meeting in a separate note. 


(b) 6) 


COLL0000013770 


®6) 


(b) (5) Please let me know. 


Sorry for the long note, but as you can see it is a complicated situation and there are a couple of things | thought you 
should know about. 


David 

From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, January 13, 2021 1:39 PM 

To: Menetski, Joseph (FNIH) [T] < b6 Wholley, David (FNIH) [T] < b6 tp> 
Ce: Tabak, Lawrence (NIH/OD) [E] b6 


Subject: FW: virus variants and Stoffels 
Hi Joe and David, 
See note below from Janet. Is this information about variant functional testing already known to you? 


Another note from Paul Stoffels — he will be on a plane tomorrow (first visit to the US since March) and will 
miss the LT. This is really unfortunate — no Stoffels and no Dolsten. Should we consider rescheduling? 


RE 


From: Woodcock, Janet b6 > 
Sent: Wednesday, January 13, 2021 1:16 PM 


COLL0000013770 


To: Collins, Francis (NIH/OD) [E] b6 > 
Subject: virus variants 


Francis | saw the proposal you made for ACTIV on this issue. Unfortunately, I'll not be able to be at all the exec comm 
meeting tomorrow, 


As you probably know, OWS/therapeutics research group that includes NIAID folk are doing pseudovirus variant neut 
testing in CBER labs. Most of the MoAb sponsors have agreed to participate. The global circulating variants are being 
given priority. 


We are also funding live virus testing for leading variants, that will start as soon as they get the virus. 


CDER/FDA is interested in a having a strategy in case variants start to predominate, both for AB development and | don’t 
know about vaccines, haven’t talked to Peter. They think a public meeting should be help on this at some point. 


I'll try to come to as much of the exec comm as possible. Are you going to raise these issues here? jw 


COLL0000013770 


From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC6952F65F80-SANTOSMR] 
Sent: 10/10/2020 3:47:19 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 
Le Lane, Cliff (NIH/NIAID) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d55 1d1d3455eaf14854c83f41d84-freiremc] 

Subject: RE: Roster of ACTIV Vaccines WG 

Attachments: Vaccines WG members.docx 


Flag: Follow up 

Hi Francis, 

Sure, I'd be happy to convene a meeting of the WG. 

The WG membership is attached. We also have a wider group of people that have been part of the sub-groups, so 
depending on the topic and the ask we could invite them as well (e.g., for a clinical trials question we could convene the 


WG plus the Clinical Trials Sub-Group). 


For next steps, if we can know a little more about the topic and the desired timing, I’m happy to connect with Kathrin 
and Doug and schedule a meeting with the appropriate set of people. 


Best regards, 


Mike 
Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Saturday, October 10, 2020 11:33 AM 

To: Santos, Michael (FNIH) [T] < b6 

Cc: Lane, Cliff (NIH/NIAID) [E] < b6é Wholley, David (FNIH) [T] < b6 Freire, Maria 
(FNIH) (T] < b6 


Subject: Roster of ACTIV Vaccines WG 
Hi Mike, 


We might need to reconvene the ACTIV Vaccines WG for some advice about management of next steps for the 
trials. Can you send me the roster? 


Francis 


COLL0000013771 


From: Lane, Cliff (NIH/NIAID) {E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 


Sent: 10/10/2020 7:32:25 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Re: Roster of ACTIV Vaccines WG 

Francis, 


I think this is the right thing to do — as you said on the call - from a generic/theoretic perspective. Absent that approach, 
Pfizer and Moderna (with OWS) will set the precedent for everyone else. If something is done via ACTIV Team 4, it will 
be important to make sure that each company with a phase 3 program is included (appears you are already looking at that 
aspect). 


Depending upon concurrence from OWS, I would also consider asking our bioethics group for a consult. 


Thanks for including me on the Moderna calls. 


Cliff 

From: "Collins, Francis (NIH/OD) [E]" < b6 

Date: Saturday, October 10, 2020 at 11:33 AM 

To: "Santos, Michael (FNIH) [T]" < b6 

Cc: "Lane, Cliff (NIH/NIAID) [E]" < b6 "Wholley, David (FNIH) [T]" < b6 


"Freire, Maria (FNIH) [T]"< b6 
Subject: Roster of ACTIV Vaccines WG 


Hi Mike, 


We might need to reconvene the ACTIV Vaccines WG for some advice about management of next steps for the 
trials. Can you send me the roster? 


Francis 


COLL0000013775 


From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A1823C18522-MYLESR] 
Sent: 10/13/2020 3:24:14 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Santos, Michael (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 
GG: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9244358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243e5d35298-seigfreidks]; Schwetz, Tara (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24b5035-schwetzta]; Wolinetz, Carrie 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7 ac48e4a60b2ecd1969a7 16-higgins!]; Brodd, Lauren (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e54171b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 
{/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d49158684 1696e460f062-gormanmj] 
Subject: Update on Forthcoming Rollouts 
Attachments: Draft_RunOfShow_ACTIV-1_Media_Telebriefing_10.9.2020.docx 


m 


=} 


Good morning: 


The iTAC a 
listing on the ACTIV Therapeutics page. 


Also, we are confirmed for an embargoed media telebriefing on Thursday, Oct. 15 for ACTIV-1 trial. The run of show is 
summarized below and attached. 


Thursday, October 15: 


COLL0000013801 


ACTIV-1 Immune Modulators 
Rollout: 


Thursday, October 15 


1:00 p.m.: Submit embargoed media advisory and ACTIV-1 release to EurekAlert 


3:00 p.m.: Pre-brief with Principals 
3:30-4:30 p.m.: Embargoed Media Telebriefing 


Principals: 2 minutes of opening remarks each: 

¢ NIH Director Francis Collins, M.D., Ph.D.: 

* NCATS Director Chris Austin, M.D. 

e OWS Therapeutics Lead Janet Woodcock, M.D. 
«Dr. Paul Stoffels, Janssen (joining by phone) 


* Samit Hirawat, M.D. Bristol Myers Squibb Executive Vice President and Chief Medical Officer (joining 


by phone) 


Moderator: NIH Associate Director for Communications and Public Liaison John Burklow 


Other Participants: FNIH Senior Vice President of Research Partnerships David Wholley 


Friday, October 16: 

7:30 a.m.: Embargo lifts 

4:00-4:45 p.m.: Social media event (still scheduling) 
As early as October 19: 

Novavax Phase 3 Vaccine 

Rollout: 


e  Embargoed News Release 
* Embargoed Media Advisory 
@ Embargoed Media Telebriefing (by telephone; no video) 
oO. Principals: 
= Francis Collins 
* Tony Fauci 
= Matt Hepburn 
= Novavax Spokesperson 
e Social Media Event 


December: 
* Sanofi Phase 3 Vaccine Trial 


Thanks, 
Renate 


COLL0000013801 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 10/13/2020 11:29:22 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: NCI Community-Based Cancer Centers to the rescue? 

Flag: Follow up 


There is a call at 3PM this Thursday with me, Stacey, Ned Sharpless, Jim Doroshow, and NIAID/ACTIV-2 folks (Peter Kim 
and Manizhe Payton) to discuss this. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Tuesday, October 13, 2020 7:25 AM 
To: Wholley, David (FNIH) [T] < b6 


Subject: FW: NC| Community-Based Cancer Centers to the rescue? 


I’m trying to figure out where this effort to involve NCORP stands. Were there follow ups to this message 
from Oct. 7? 


FC 

From: Sharpless, Norman (NIH/NCI) [E] b6 

Sent: Wednesday, October 7, 2020 12:32 PM 

To: Collins, Francis (NIH/OD) [E] b6 ; Doroshow, James (NIH/NCI) [E] b6 

Cc: Togashi, Mieko (NIH/NCI) [E] b6 >; Wholley, David (FNIH) [T] b6 >; Tabak, 
Lawrence (NIH/OD) [E] b6 ; Adam, Stacey (FNIH) [T] b6 Freire, Maria (FNIH) [T] 


b6 
Subject: RE: NC| Community-Based Cancer Centers to the rescue? 


Adding Jim D to cc list 


David—eager to discuss, 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, October 7, 2020 12:30 PM 

To: Sharpless, Norman (NIH/NCI) [E] b6 

Ce: Togashi, Mieko (NIH/NCI) [E] < b6 Wholley, David (FNIH) [T] b6 Tabak, 

Lawrence (NIH/OD) [E] b6 Adam, Stacey (FNIH) [T] < b6 Freire, Maria (FNIH) [T] 
b6 

Subject: RE: NCl Community-Based Cancer Centers to the rescue? 


Hey Ned, 


That would be great — and (b) (5) I’m looping in David 
Wholley to see how to set up the right group of ACTIV team members. This could be really important. 


COLL0000013804 


Francis 


From: Sharpless, Norman (NIH/NCI) [E] b6 

Sent: Wednesday, October 7, 2020 12:26 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Ce: Togashi, Mieko (NIH/NCI) [E] < b6 

Subject: RE: NCI Community-Based Cancer Centers to the rescue? 


b) 6) 


Ned 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Wednesday, October 7, 2020 11:30 AM 

To: Sharpless, Norman (NIH/NCI) [E] < b6 
Subject: NC| Community-Based Cancer Centers to the rescue? 
Hi Ned, 


(b) (S) 


Francis 


COLL0000013804 


From: Lane, Cliff (NIH/NIAID) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

Sent: 10/13/2020 4:28:06 PM 

To: Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc]; Harrigan, Rachel 
(HHS/IOS) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7fdcef26cbabc-Rachel.Harr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e 1cf101c0943414-adamsj4] 

cc: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!] 

Subject: ACTIV-3 on hold 


Flag: Follow up 
OWS/ACTIV-leadership, 


The ACTIV-3 DSMB asked the study team to put the trial on hold pending the pre-scheduled review of additional short- 
term and longer-term safety data on October 26. 


We are in the process of notifying the sites. All 41 pharmacies are closed from the perspective of dispensing product. 
We are in touch with NIAID communications regarding a communication strategy. 


Chiff 


COLL0000013805 


From: Santos, Michael (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=AB38CB6836DE44E 18EF4CC6952F65F80-SANTOSMR] 


Sent: 10/13/2020 4:48:01 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Menetski, Joseph (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34fle072f8cb7-menetskijp] 


Subject: RE: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 
Flag: Follow up 
Hi Francis, 


We received final comments back from the editor at Science Translational Medicine on Friday, and submitted a final 
version yesterday. Bart Haynes (the corresponding author) thought that it would be published online within a week or 
so, but we’ve yet to receive confirmation from the journal. We will share that timing and a link to the publication once 
we receive it. 


Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Tuesday, October 13, 2020 12:44 PM 
To: Wholley, David (FNIH) [T] < b6 Santos, Michael (FNIH) [T] < b6 


Subject: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 


Can you remind me what happened with this publication? 


COLL0000013808 


From: Burklow, John (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2E57F267323B43CO8BE856ACBSB964CA-BURKLOWJ] 


Sent: 10/13/2020 4:52:31 PM 

To: Tabak, Lawrence (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl] 

eG; Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Myles, Renate (NIH/OD) [E] 


[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 
Subject: Re: ACTIV-3 on hold 


Flag: Follow up 
OK 


Sent from my iPhone 


On Oct 13, 2020, at 12:52 PM, Tabak, Lawrence (NIH/OD) [E] < b6 wrote: 


Do you have time now; shall we set up a line? 


From: Francis Collins < b6 

Date: Tuesday, October 13, 2020 at 12:51 PM 

To: "Myles, Renate (NIH/OD) [E]"< b6 “Burklow, John (NIH/OD) [E]" 
< b6 

Ce: "Tabak, Lawrence (NIH/OD) [E]" < b6 


Subject: FW: ACTIV-3 on hold 


Need to talk with you about this ASAP 


From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Tuesday, October 13, 2020 12:28 PM 

To: Woodcock, Janet (FDA/CDER) < v6 Harrigan, Rachel (HHS/IOS) 
< b6 Adam, Stacey (FNIH) [T] < b6 

Ce: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] 

< b6 


Subject: ACTIV-3 on hold 


OWS/ACTIV-leadership, 


The ACTIV-3 DSMB asked the study team to put the trial on hold pending the pre-scheduled review of 
additional short-term and longer-term safety data on October 26. 


We are in the process of notifying the sites. All 41 pharmacies are closed from the perspective of 
dispensing product. 


We are in touch with NIAID communications regarding a communication strategy. 


Cliff 


COLL0000013809 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 10/13/2020 4:55:32 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj] 

cc; Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr] 

Subject: Re: ACTIV-3 on hold 


Dial: b6 Pass: b6 ‘Il be Leader 


From: Francis Collins < b6 

Date: Tuesday, October 13, 2020 at 12:53 PM 

To: "Burklow, John (NIH/OD) [E]" < b6 "Tabak, Lawrence (NIH/OD) [E]" 
< b6 

Cc: "Myles, Renate (NIH/OD) [E]" < b6 

Subject: RE: ACTIV-3 on hold 


Yes, | have time now 


From: Burklow, John (NIH/OD) [E] < b6 
Sent: Tuesday, October 13, 2020 12:53 PM 
To: Tabak, Lawrence (NIH/OD) [E] < b6 


Ce: Collins, Francis (NIH/OD) [E] < bé6 Myles, Renate (NIH/OD) [E] < b6 
Subject: Re: ACTIV-3 on hold 


OK 


Sent from my iPhone 


On Oct 13, 2020, at 12:52 PM, Tabak, Lawrence (NIH/OD) [E] < b6 wrote: 


Do you have time now; shall we set up a line? 


From: Francis Collins b6 

Date: Tuesday, October 13, 2020 at 12:51 PM 

To: "Myles, Renate (NIH/OD) [E]" b6 >, "Burklow, John (NIH/OD) [E]" 
b6 

Cc; "Tabak, Lawrence (NIH/OD) [E]" b6 > 


Subject: FW: ACTIV-3 on hold 


Need to talk with you about this ASAP 


From: Lane, Cliff (NIH/NIAID) [E] b6 
Sent: Tuesday, October 13, 2020 12:28 PM 
To: Woodcock, Janet (FDA/CDER) < bé6 Harrigan, Rachel (HHS/IOS) 
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b6 ; Adam, Stacey (FNIH) [T] b6 
Ce: Collins, Francis (NIH/OD) [E] b6 >; Tabak, Lawrence (NIH/OD) [E] 
< b6 
Subject: ACTIV-3 on hold 
OWS/ACTIV-leadership, 


The ACTIV-3 DSMB asked the study team to put the trial on hold pending the pre-scheduled review of 
additional short-term and longer-term safety data on October 26. 


We are in the process of notifying the sites. All 41 pharmacies are closed from the perspective of 
dispensing product. 


We are in touch with NIAID communications regarding a communication strategy. 


Chiff 
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From: Woodcock, Janet [ v6 

Sent: 10/13/2020 5:17:57 PM 

To: Lane, Cliff (NIH/NIAID) (E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Harrigan, Rachel (HHS/IOS) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=41f4c4e7fa8c48359fe7fdcef26cbabc-Rachel.Harr]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4] 

Ge: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak!] 

Subject: RE: ACTIV-3 on hold 


Thx. | have been concerned about adverse effects in late stage patients, but ACTIV 3 has only enrolled non-organ- 
failure to this point. jw 


From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Tuesday, October 13, 2020 12:28 PM 

To: Woodcock, Janet < b6 Harrigan, Rachel (OS) < b6 Adam, Stacey 
J (NIH) < b6 

Ce: Collins, Francis $ (NIH) < b6 Tabak, Lawrence A (NIH) < b6 


Subject: ACTIV-3 on hold 
OWS/ACTIV-leadership, 


The ACTIV-3 DSMB asked the study team to put the trial on hold pending the pre-scheduled review of additional short- 
term and longer-term safety data on October 26. 


We are in the process of notifying the sites. All 41 pharmacies are closed from the perspective of dispensing product. 
We are in touch with NIAID communications regarding a communication strategy. 


Cliff 
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From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3770CFC7EE770-TABAKL] 

Sent: 10/13/2020 4:52:06 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Myles, Renate (NIH/OD) (E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklow)] 

Subject: Re: ACTIV-3 on hold 


Flag: Follow up 


Do you have time now; shall we set up a line? 


From: Francis Collins < b6 

Date: Tuesday, October 13, 2020 at 12:51 PM 

To: "Myles, Renate (NIH/OD) [E]" < b6 “Burklow, John (NIH/OD) [E]" 
< b6 

Cc: "Tabak, Lawrence (NIH/OD) [E]" < b6 


Subject: FW: ACTIV-3 on hold 


Need to talk with you about this ASAP 


From: Lane, Cliff (NIH/NIAID) [E] < b6 

Sent: Tuesday, October 13, 2020 12:28 PM 

To: Woodcock, Janet (FDA/CDER) < b6 Harrigan, Rachel (HHS/IOS) 

< b6 Adam, Stacey (FNIH) [T] < b6 

Ce: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Subject: ACTIV-3 on hold 
OWS/ACTIV-leadership, 


The ACTIV-3 DSMB asked the study team to put the trial on hold pending the pre-scheduled review of additional short- 
term and longer-term safety data on October 26. 


We are in the process of notifying the sites. All 41 pharmacies are closed from the perspective of dispensing product. 
We are in touch with NIAID communications regarding a communication strategy. 


Cliff 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A 1823C18522-MYLESR] 


Sent: 10/13/2020 5:08:30 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

ce: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj] 

Subject: RE: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 

Yes, will do. 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 13, 2020 12:53 PM 

To: Myles, Renate (NIH/OD) [E] < b6 

Ce: Burklow, John (NIH/OD) [E] < b6 


Subject: FW: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 


Can you let Carolyn Johnson know this paper on immune enhancement is going to be published shorly? 


From: Santos, Michael (FNIH) [T] < b6 

Sent: Tuesday, October 13, 2020 12:48 PM 

To: Collins, Francis (NIH/OD) [E] b6 

Cc: Wholley, David (FNIH) [T] b6 Menetski, Joseph (FNIH) (T] < b6 


Subject: RE: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 
Hi Francis, 


We received final comments back from the editor at Science Translational Medicine on Friday, and submitted a final 
version yesterday. Bart Haynes (the corresponding author) thought that it would be published online within a week or 
so, but we’ve yet to receive confirmation from the journal. We will share that timing and a link to the publication once 
we receive it. 


Thanks, 
Mike 


Michael Santos, PhD 
Associate Vice P Ment, Scicace | Foundation for the National Institutes of Health 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Tuesday, October 13, 2020 12:44 PM 
To: Wholley, David (FNIH) [T] 6 ; Santos, Michael (FNIH) [T] v6 


Subject: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 


Can you remind me what happened with this publication? 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 10/13/2020 8:08:28 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Ls Freire, Maria (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc] 

Subject: FW: ALERT: NIH hits the red light on Trump-touted Covid-19 antibody as safety concern bites Eli Lilly 

Flag: Follow up 


In case you had not seen this. We got an inkling something was up earlier today. 


From: Adam, Stacey (FNIH) [T] < b6é 
Sent: Tuesday, October 13, 2020 4:04 PM 
To: Wholley, David (FNIH) [T] < v6 


Subject: FW: ALERT: NIH hits the red light on Trump-touted Covid-19 antibody as safety concern bites Eli Lilly 


Hi David, 
This is now all over. It has hit endpoints, NYT, WP and others. 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Direet: b6 Aobile: b6 


From: John Carroll < b6 

Sent: Tuesday, October 13, 2020 3:45 PM 

To: Adam, Stacey (FNIH) [T] < b6 

Subject: ALERT: NIH hits the red light on Trump-touted Covid-19 antibody as safety concern bites Eli Lilly 
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NEWS ALERT 


NIH hits the red light on Trump-touted Covid-19 antibody 
as safety concern bites Eli Lilly 


An NTH trial for an Eli Lilly antibody, one of two coronavirus drugs President 
‘Trump has touted and urged the FDA to authorize in recent weeks, has been 
halted over a safety concern. 


The trial halt comes a week after Eli Lilly announced it had submitted an 

application for emergency use authorization for the therapy, based off topline 
data they announced in September. Trump, who received a similar treatment 
from Regeneron after he was diagnosed with Covid-19, has publicly called for 
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the EUA and reportedly pressured the agency behind closed doors to rubber 
stamp the application. 


The Covid-19 website Briefig first reported the pause. Eli Lilly confirmed it in 
an emailed statement, adding that the board had paused the trial out of an 
"abundance of caution.” 


"Safety is of the utmost importance to Lilly. We are aware that, out of an 
abundance of caution, the ACTIV-3 independent data safety monitoring board 
(DSMB) has recommended a pause in enrollment," the Indianapolis pharma 
said, using the name of the NIH trial. "Lilly is supportive of the decision by the 
independent DSMB to cautiously ensure the safety of the patients participating 
in this study." 


Lilly did not disclose what the safety issue was. NIAID, the NIH agency 
running the study, did not immediately respond to a request for comment. 


Lilly's stock was down 3.2% on the news, from $154.50 to $149.41. 


The halt came a day after J&J announced that its Covid-19 vaccine trial was put 
on hold while AstraZeneca awaits final clearance to resume US studies for its 
vaccine, after they were paused over a safety issue last month. Trial halts can 
be triggered by a variety of safety signals and don't indicate that a serious 
adverse event has been definitively linked to the drug. 


The NIH trial was one of several testing LYCoV455, an antibody developed by 
ed that, in 
one study, the medium dose of the drug had significantly reduced viral load in 


Lilly and the Canadian biotech AbCellera. Last month, Lilly anno 


early-stage Covid-19 patients who were not hospitalized and that, when data 
were pooled across the three dosage arms, the drug also reduced the rate of 
hospitalization. 


Last week, in a data package greeted more enthusiastically by analysts, the 
company announced that a cocktail of LYCoVs55 and another antibody 
reduced viral load, symptoms and hospitalization rates in early stage patients. 


The ACTIV-3 study, one of several drug studies being run by NIH, was in 
hospitalized patients and compared remdesivir plus LYCoV555 and remdesivir 
plus placebo. It was launched in August and slated to enroll 10,000 
participants. 
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Did someone forward this to y: 


Get Endpoints News in your own inbox every day. 


Subscribe to Endpoints 
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| 2 Share 


Forward 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B369 2A 1823C18522-MYLESR] 

Sent: 10/13/2020 9:26:05 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras); Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Santos, Michael (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65/80-santosmr]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 

GG: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 

(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243e5d35298-seigfreidks]; Schwetz, Tara (NIH/OD) 

[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24bS035-schwetzta]; Wolinetz, Carrie 

(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 

(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 

(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7 ac48e4a60b2ecd1969a7 16-higgins|]; Brodd, Lauren (NIH/OD) [E] 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e5417 1b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 

[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 

(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d49158684 1696e460f062-gormanmj] 

Subject: CLOSE HOLD: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1. 

Attachments: Draft_Rollout_ACTIV-1_10.13.2020.docx; Draft_RunOfShow_ACTIV-1_Media_Telebriefing_10.9.2020.docx 


Hi all: 


Attached are the draft rollout plan and media telebriefing run of show for the ACTIV-1 announcement. Just a reminder 
that the activities on Thursday are embargoed and the release will go live on Friday, October 16 at 7:30 a.m. Please let 

me know if you have any questions or concerns. The news release and media advisory are in clearance. | will share final 
products tomorrow. 


Best, 
Renate 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 

Sent: 10/14/2020 11:37:15 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Updates 20201014. pptx 

Attachments: ACTIV Daily Updates 20201014.pptx 


Flag: Follow up 


Slides for this morning’s war room, Wednesday October 14. 
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From: Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA21573B23-ANDERSONJM] 

Sent: 10/14/2020 11:41:10 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2 24446614 0faa95aaaafeO6ebd70-parkeras] 

Subject: RE: ACTIV Daily Updates 20201014.pptx 

Attachments: NIH SARS-CoV2 Antiviral Therapeutics Summit Draft Agenda.docx 


Attached is the draft agenda for the NIH SARS-CoV? Antiviral Therapeutics Summit being planned for Nov 6. Feedback is 
welcome; invitations need to go out soon. 


Thanks 

Jim 

From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, October 14, 2020 7:37 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Freire, Maria (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < v6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: ACTIV Daily Updates 20201014. pptx 


Slides for this morning’s war room, Wednesday October 14. 
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From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247548ES96778304F781F-AUSTINC] 

Sent: 10/14/2020 12:10:40 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: RE: ACTIV Daily Updates 20201014.pptx 


Flag: Follow up 


making-trump-touted-covid-drug-idUSKBN2GY30C 


From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, October 14, 2020 7:37 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Freire, Maria (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: ACTIV Daily Updates 20201014.pptx 


Slides for this morning’s war room, Wednesday October 14. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 10/14/2020 1:40:02 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: Quick outline for our call today on accrual and funding with Janet, Paul, and Stacey 


Hi, Francis — given all the moving parts | thought a ‘crib sheet’ for our call based on the follow-ups | had with Janet last 
week might be useful: 


(b) 6) 


Second issue that was mentioned on the EC (which we may or may not get to discuss today) (b) (5) 
(b) 6) 


Will need to make sure we come out of the call with concrete next steps. Need to report back to Leadership Team on 
this on Wed 10/21 call. 


COLL0000013863 


David 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
v6 
fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2019, the FNUH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 


as an organization that exceeds industry standards, 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 


(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 10/14/2020 2:05:10 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: Lilly Follow-up 

fyi 

From: Adam, Stacey (FNIH) [T] < b6 

Sent: Wednesday, October 14, 2020 10:02 AM 

To; Wholley, David (FNIH) [T] < v6 


Subject: FW: Lilly Follow-up 
FYI 


Stacey J. Adam, PhD 
Direc 


or, Cancer 
fy Partnerships 
Direct: b6 Mobile: b6 


From: Paul Klekotka b6 
Sent: Wednesday, October 14, 2020 9:55 AM 
To; Jens Lundgren b6 Jim Neaton < b6 
b6 
Ce: Karen Lynn Price b6 Adam, Stacey (FNIH) [T] < 
(E] b6 
Subject: Lilly Follow-up 


(b) @). &) G) 


Higgs, Elizabeth (NIH/NIAID) [E] 


b6 


Lane, Cliff (NIH/NIAID) 
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From: 


Sent: 
To: 


Subject: 


Flag: 


Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA21573B23-ANDERSONJM] 
10/14/2020 6:05:33 PM 

Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Re: ACTIV Daily Updates 20201014.pptx 


Follow up 


Yup. | added that. 


Sent from my iPhone 


On Oct 14, 2020, at 2:02 PM, Collins, Francis (NIH/OD) [E] < b6 wrote: 


Looks good, | am glad to see a focus on identifying actions. 


Francis 

From: Anderson, James (NIH/OD) [E] < b6 

Sent: Wednesday, October 14, 2020 7:41AM 

To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] b6 
Tabak, Lawrence (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 
Lane, Cliff (NIH/NIAID) [E] < b6 Austin, Christopher (NIH/NCATS) [E] 

< b6 Parker, Ashley (NIH/OD) [E] < b6 


Subject: RE: ACTIV Daily Updates 20201014.pptx 


Attached is the draft agenda for the NIH SARS-CoV2 Antiviral Therapeutics Summit being planned for 
Nov 6. Feedback is welcome; invitations need to go out soon. 


Thanks 

Jim 

From: Wholley, David (FNIH) [T] b6 

Sent: Wednesday, October 14, 2020 7:37 AM 

To: Collins, Francis (NIH/OD) [E] <co b6 Tabak, Lawrence (NIH/OD) [E] 

< b6 Freire, Maria (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] 
b6 >; Austin, Christopher (NIH/NCATS) [E] b6 >; Parker, Ashley 

(NIH/OD) [E] b6 ; Anderson, James (NIH/OD) [E] b > 


Subject: ACTIV Daily Updates 20201014.pptx 


Slides for this morning’s war room, Wednesday October 14. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/14/2020 6:12:01 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410¢1ca313f44ced9938e50d2ff0b6c2-collinsf]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf48879f92169bd7644e29-Janet.Woodc]; Stoffels, Paul 
[ b6 Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4] 

Subject: ACTIV Enrollment Challenges and Action Items 10-14-20 

Attachments: ACTIV Enrollment Challenges and Action Items 10-14-20.docx 


All — here are my key notes/action items from our noon call today. Please let me know if | missed anything. Thanks, 
David 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 10/15/2020 12:32:29 AM 
To: Myles, Renate (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Collins, Francis (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO06ebd70-parkeras]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Santos, Michael (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65/80-santosmr]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 
GG: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243e5d35298-seigfreidks]; Schwetz, Tara (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24bS035-schwetzta]; Wolinetz, Carrie 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7 ac48e4a60b2ecd1969a7 16-higgins|]; Brodd, Lauren (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e5417 1b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d491586841696e460f062-gormanmj] 
Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 


Flag: Follow up 


Renate, this looks good to me. However | will not be able to participate until 4:30 due to a critical conflict (having to do 
with advancing ACTIV trial accrual). Hope that is OK—I've not been called on in any of the previous announcement 
sessions, 

Regards, David 


From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Wednesday, October 14, 2020 6:32 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Parker, Ashley (NIH/OD) [E] < v6 Freire, Maria (FNIH) [T] < b6 Wholley, David 
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(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Santos, Michael (FNIH) [T] 


< b6 McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] 

< b6 

Ce: Burklow, John (NIH/OD) [E] < b6é Fine, Amanda (NIH/OD) [E] < b6 

Wojtowicz, Emma (NIH/OD) [E] < bé Seigfreid, Kim (NIH/OD) [E] < b6 

Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 Hallett, 
Adrienne (NIH/OD) [E] < b6 Higgins, Lauren (NIH/OD) [E] < b6 Brodd, Lauren 
(NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta (FNIH) [T] 

< b6 


Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 
Importance: High 


Good evening: 


I’m looping back since | have not received input from you on the draft rollout plan and run of show. I’m also adding more 
documents. Please let me know if you have changes or concerns. 


Draft Rollout 

Draft Media Telebriefing Run of Show 

Final, Cleared Embargoed Media Advisory (no need to review) 
Final, Cleared Embargoed News Release (previously reviewed) 
Draft Talking Points for Dr. Collins 

Backgrounder 

QA (to come) 


PS eee ae 


Thanks, 
Renate 


From: Myles, Renate (NIH/OD) [E] 
Sent: Tuesday, October 13, 2020 5:26 PM 


To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] b6 ; Wholley, David 

(FINIH) (T] < v6 Adam, Stacey (FNIH) [T] b6 Santos, Michael (FNIH) (T] 

< b6 McManus, Ayanna (NIH/OD) [E] b6 Wood, Gretchen (NIH/OD) [E] 

< b6 sBQv> 

Ce: Burklow, John (NIH/OD) [E] b6 >; Fine, Amanda (NIH/OD) [E] < v6 

Wojtowicz, Emma (NIH/OD) [E] < b6 Seigfreid, Kim (NIH/OD) [E] b6 

Schwetz, Tara (NIH/OD) [E] b6 >; Wolinetz, Carrie (NIH/OD) [E] b6 Hallett, 

Adrienne (NIH/OD) [E] b6 Higgins, Lauren (NIH/OD) [E] b6 ; Brodd, 

Lauren (NIH/OD) [E] be ; Meltzer, Abbey (FNIH) [T] b6 >; Gorman, Greta (FNIH) [T] 
b6 


Subject: CLOSE HOLD: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 

Hi all: 

Attached are the draft rollout plan and media telebriefing run of show for the ACTIV-1 announcement. Just a reminder 
that the activities on Thursday are embargoed and the release will go live on Friday, October 16 at 7:30 a.m. Please let 

me know if you have any questions or concerns. The news release and media advisory are in clearance. | will share final 


products tomorrow. 


Best, 
Renate 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A1823C18522-MYLESR] 
Sent: 10/15/2020 12:48:02 AM 
To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Santos, Michael (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65/80-santosmr]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 
GG: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2eS7f267323b43cO8be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243e5d35298-seigfreidks]; Schwetz, Tara (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24bS035-schwetzta]; Wolinetz, Carrie 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7 ac48e4a60b2ecd1969a7 16-higgins!]; Brodd, Lauren (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e5417 1b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d491586841696e460f062-gormanmj] 
Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 


Thanks, David, and yes, of course. Thanks for letting me know. 


From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, October 14, 2020 8:32 PM 

To: Myles, Renate (NIH/OD) [E] < 6 Collins, Francis (NIH/OD) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Santos, Michael (FNIH) [T] 

< b6 McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] 

< b6 

Ce: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 
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Wojtowicz, Emma (NIH/OD) (E] < b6 Seigfreid, Kim (NIH/OD) [E] < b6 


Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 Hallett, 
Adrienne (NIH/OD) [E] < b6 Higgins, Lauren (NIH/OD) [E] < b6 Brodd, Lauren 
(NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta (FNIH) [T] 

< b6 


Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 


Renate, this looks good to me. However | will not be able to participate until 4:30 due to a critical conflict (having to do 
with advancing ACTIV trial accrual). Hope that is OK—I've not been called on in any of the previous announcement 
sessions. 

Regards, David 


From: Myles, Renate (NIH/OD) [E] b6 
Sent: Wednesday, October 14, 2020 6:32 PM 
To: Collins, Francis (NIH/OD) [E] v6 } Tabak, Lawrence (NIH/OD) [E] b6é 
Parker, Ashley (NIH/OD) [E] b6 Freire, Maria (FNIH) [T] b6 ; Wholley, David 
(FNIH) [7] b6 >; Adam, Stacey (FNIH) [T] < v6 Santos, Michael (FNIH) [T] 

b6 >; McManus, Ayanna (NIH/OD) [E] b6 ; Wood, Gretchen (NIH/OD) [E] 

b6 > 
Ce: Burklow, John (NIH/OD) [E] b6 >; Fine, Amanda (NIH/OD) [E] < v6 
Wojtowicz, Emma (NIH/OD) [E] b6 >; Seigfreid, Kim (NIH/OD) [E] b6 DS; 
Schwetz, Tara (NIH/OD) [E] b6 >; Wolinetz, Carrie (NIH/OD) [E] b6 ; Hallett, 
Adrienne (NIH/OD) [E] b6 >; Higgins, Lauren (NIH/OD) [E] < b6 >; Brodd, Lauren 
(NIH/OD) [E] b6 >; Meltzer, Abbey (FNIH) [T] b6 >; Gorman, Greta (FNIH) [T] 

b6 


Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 
Importance: High 


Good evening: 


I'm looping back since | have not received input from you on the draft rollout plan and run of show. I’m also adding more 
documents. Please let me know if you have changes or concerns. 


Draft Rollout 

Draft Media Telebriefing Run of Show 

Final, Cleared Embargoed Media Advisory (no need to review) 
Final, Cleared Embargoed News Release (previously reviewed) 
Draft Talking Points for Dr. Collins 

Backgrounder 

QA (to come) 


2 PS Opie 


Thanks, 
Renate 


From: Myles, Renate (NIH/OD) [E] 
Sent: Tuesday, October 13, 2020 5:26 PM 
To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 
Parker, Ashley (NIH/OD) [E] b6 >; Freire, Maria (FNIH) [T] b6 ; Wholley, David 
(FNIH) [7] b6 Adam, Stacey (FNIH) [T] b6 ; Santos, Michael (FNIH) [T] 
b6 McManus, Ayanna (NIH/OD) [E] b6 >; Wood, Gretchen (NIH/OD) [E] 
b6 
Cc: Burklow, John (NIH/OD) [E] b6 >; Fine, Amanda (NIH/OD) [E] b6 a 
Wojtowicz, Emma (NIH/OD) [E] b6 ; Seigfreid, Kim (NIH/OD) [E] b6 i 
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Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < v6 Hallett, 


Adrienne (NIH/OD) [E] < b6 ; Higgins, Lauren (NIH/OD) [E] b6 >; Brodd, 
Lauren (NIH/OD) [E] b6 Meltzer, Abbey (FNIH) [T] b6 >; Gorman, Greta (FNIH) [T] 
< b6 


Subject: CLOSE HOLD: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 

Hi all: 

Attached are the draft rollout plan and media telebriefing run of show for the ACTIV-1 announcement. Just a reminder 
that the activities on Thursday are embargoed and the release will go live on Friday, October 16 at 7:30 a.m. Please let 

me know if you have any questions or concerns. The news release and media advisory are in clearance. | will share final 


products tomorrow. 


Best, 
Renate 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A 1823C18522-MYLESR] 

Sent: 10/15/2020 10:49:39 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras); Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e 1cf101c0943414-adamsj4]; Santos, Michael (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65/80-santosmr]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 

GG: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 

(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243e5d35298-seigfreidks]; Schwetz, Tara (NIH/OD) 

[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24bS035-schwetzta]; Wolinetz, Carrie 

(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 

(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 

(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7 ac48e4a60b2ecd1969a7 16-higgins|]; Brodd, Lauren (NIH/OD) [E] 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e5417 1b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 

{/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 

(o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d49158684 1696e460f062-gormanmj] 

Subject: CLOSE HOLD/REVIEW NEEDED: Draft QA 

Attachments: 7-Draft_QA_ACTIV1_Trial_Launch.doc 


m 


a 


Flag: Follow up 

Hi all: 

Attached are the draft QA for your review. Please let me know if you have any concerns/changes. Once | receive your 
input, | will send final materials and will have briefing books for those joining in person (Francis/Chris Austin). | also will 


ensure other principals receive the package. 


Best, 
Renate 


COLL0000013882 


From: Myles, Renate (NIH/OD) [E] 
Sent: Wednesday, October 14, 2020 8:48 PM 


To: Wholley, David (FNIH) [T] < b6 Collins, Francis (NIH/OD) [E] < b6 Tabak, 
Lawrence (NIH/OD) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Santos, Michael (FNIH) [T] 

< b6 McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] 

< b6 

Ce: Burklow, John (NIH/OD) [E] < 6 Fine, Amanda (NIH/OD) [E] < b6 

Wojtowicz, Emma (NIH/OD) [E] < b6 Seigfreid, Kim (NIH/OD) [E] < b6 

Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 Hallett, 
Adrienne (NIH/OD) [E] < b6 Higgins, Lauren (NIH/OD) [E] < b6 Brodd, 
Lauren (NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] < v6 Gorman, Greta (FNIH) [T] 
< b6 


Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 


Thanks, David, and yes, of course. Thanks for letting me know. 


From: Wholley, David (FNIH) [T] b6 
Sent: Wednesday, October 14, 2020 8:32 PM 
To: Myles, Renate (NIH/OD) [E] b6 ; Collins, Francis (NIH/OD) [E] b6 Tabak, 
Lawrence (NIH/OD) [E] v6 ; Parker, Ashley (NIH/OD) [E] b6 Freire, Maria 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] b6 >; Santos, Michael (FNIH) [T] 
< b6 McManus, Ayanna (NIH/OD) [E] b6 ; Wood, Gretchen (NIH/OD) [E] 
< b6 
Ce: Burklow, John (NIH/OD) [E] b6 ; Fine, Amanda (NIH/OD) [E] < b6 
Wojtowicz, Emma (NIH/OD) [E] < b6 Seigfreid, Kim (NIH/OD) [E] < b6 
Schwetz, Tara (NIH/OD) [E] b6 Wolinetz, Carrie (NIH/OD) [E] b6 Hallett, 
Adrienne (NIH/OD) [E] b6 >; Higgins, Lauren (NIH/OD) [E] b6 >; Brodd, Lauren 
(NIH/OD) [E] < b6é Meltzer, Abbey (FNIH) [T] b6 Gorman, Greta (FNIH) [T] 

b6 2 


Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 


Renate, this looks good to me. However | will not be able to participate until 4:30 due to a critical conflict (having to do 
with advancing ACTIV trial accrual). Hope that is OK—I've not been called on in any of the previous announcement 
sessions. 

Regards, David 


From: Myles, Renate (NIH/OD) [E] b6 
Sent: Wednesday, October 14, 2020 6:32 PM 
To: Collins, Francis (NIH/OD) [E] b6 >; Tabak, Lawrence (NIH/OD) [E] b6 
Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] b6 ; Wholley, David 
(FNIH) [7] b6 >; Adam, Stacey (FNIH) [T] < v6 Santos, Michael (FNIH) [T] 
« b6 ; McManus, Ayanna (NIH/OD) [E] b6 Wood, Gretchen (NIH/OD) [E] 

b6 > 
Ce: Burklow, John (NIH/OD) [E] b6 Fine, Amanda (NIH/OD) (E] b6 
Wojtowicz, Emma (NIH/OD) [E] b6 ; Seigfreid, Kim (NIH/OD) [E] b6 = 
Schwetz, Tara (NIH/OD) [E] b6 >; Wolinetz, Carrie (NIH/OD) [E] b6 ; Hallett, 
Adrienne (NIH/OD) [E] bé6 Higgins, Lauren (NIH/OD) [E] b6 ; Brodd, Lauren 
(NIH/OD) [E] b6 >; Meltzer, Abbey (FNIH) [T] b6 Gorman, Greta (FNIH) [T] 

b6 


COLL0000013882 


Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 
Importance: High 


Good evening: 


'’'m looping back since | have not received input from you on the draft rollout plan and run of show. I’m also adding more 
documents. Please let me know if you have changes or concerns. 


Draft Rollout 

Draft Media Telebriefing Run of Show 

Final, Cleared Embargoed Media Advisory (no need to review) 
Final, Cleared Embargoed News Release (previously reviewed) 
Draft Talking Points for Dr. Collins 

Backgrounder 

QA (to come) 


Sigh or Ba 


Thanks, 
Renate 


From: Myles, Renate (NIH/OD) [E] 
Sent: Tuesday, October 13, 2020 5:26 PM 


To: Collins, Francis (NIH/OD) [E] b6 >; Tabak, Lawrence (NIH/OD) [E] b6 > 
Parker, Ashley (NIH/OD) [E] b6 Freire, Maria (FNIH) [T] b6 >; Wholley, David 
(FNIK) [7] b6 >; Adam, Stacey (FNIH) [T] b6 Santos, Michael (FNIH) [T] 

b6 McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] 
< b6 
Ce: Burklow, John (NIH/OD) [E] b6 >; Fine, Amanda (NIH/OD) [E] b6 
Wojtowicz, Emma (NIH/OD) [E] < be Seigfreid, Kim (NIH/OD) [E] b6 
Schwetz, Tara (NIH/OD) [E] b6 Wolinetz, Carrie (NIH/OD) [E] b6 Hallett, 
Adrienne (NIH/OD) [E] b6 >; Higgins, Lauren (NIH/OD) [E] b6 Brodd, 
Lauren (NIH/OD) [E] b6 >; Meltzer, Abbey (FNIH) [T] b6 Gorman, Greta (FNIH) (T] 
< b6 


Subject: CLOSE HOLD: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 

Hi all: 

Attached are the draft rollout plan and media telebriefing run of show for the ACTIV-1 announcement. Just a reminder 
that the activities on Thursday are embargoed and the release will go live on Friday, October 16 at 7:30 a.m. Please let 

me know if you have any questions or concerns. The news release and media advisory are in clearance. | will share final 


products tomorrow. 


Best, 
Renate 


COLL0000013882 


From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A1823C18522-MYLESR] 

Sent: 10/14/2020 10:32:13 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras); Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Santos, Michael (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65/80-santosmr]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 

GG: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 

(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243e5d35298-seigfreidks]; Schwetz, Tara (NIH/OD) 

[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24bS035-schwetzta]; Wolinetz, Carrie 

(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 

(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 

(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7 ac48e4a60b2ecd1969a7 16-higgins!]; Brodd, Lauren (NIH/OD) [E] 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e5417 1b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 

{/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 

'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d49 158684 1696e460f062-gormanmj] 

Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 

Attachments: 1-Draft_Rollout_ACTIV-1_10.13.2020.docx; 2-Draft_RunOfShow_ACTIV-1_Media_Telebriefing_10.14.2020.docx; 3- 
Embargoed_7.30amET_10.16.2020_NIH_Media_Advisory_ACTIV-1_ImmuneModulators.docx; 4- 
Embargoed_7.30amET_10.16.2020_NIH_NewsRelease_ACTIV-1_ImmuneModulators.docx; 5- 
Draft_TPs_Collins_ACTIV-4_10.14.2020.docx; 6-Brieifing_Doc_Phase3_ACTIV-1.docx 


m 


a 


Flag: Follow up 
Good evening: 


V’'m looping back since | have not received input from you on the draft rollout plan and run of show. I’m also adding more 
documents. Please let me know if you have changes or concerns. 


1- Draft Rollout 


COLL0000013884 


2- Draft Media Telebriefing Run of Show 

3- Final, Cleared Embargoed Media Advisory (no need to review) 
4- Final, Cleared Embargoed News Release (previously reviewed) 
5- Draft Talking Points for Dr. Collins 

6- Backgrounder 

7- QA(to come) 


Thanks, 
Renate 


From: Myles, Renate (NIH/OD) [E] 
Sent: Tuesday, October 13, 2020 5:26 PM 


To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, David 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < v6 Santos, Michael (FNIH) [T] 

< b6 McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] 

< b6 

Cc: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < v6 

Wojtowicz, Emma (NIH/OD) [E] < b6 Seigfreid, Kim (NIH/OD) [E] < b6 

Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 Hallett, 
Adrienne (NIH/OD) [E] < b6 Higgins, Lauren (NIH/OD) [E] < b6 Brodd, 
Lauren (NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta (FNIH) (T] 
< b6 


Subject: CLOSE HOLD: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1. 

Hi all: 

Attached are the draft rollout plan and media telebriefing run of show for the ACTIV-1 announcement. Just a reminder 
that the activities on Thursday are embargoed and the release will go live on Friday, October 16 at 7:30 a.m. Please let 

me know if you have any questions or concerns. The news release and media advisory are in clearance. | will share final 


products tomorrow. 


Best, 
Renate 


COLL0000013884 


From: 


Sent: 
To: 


cc; 


Subject: 


Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
'FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B369 2A 1823C1B522-MYLESR] 

10/15/2020 11:29:04 AM 

Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tadakl]; Parker, Ashley (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa95aaaafeO6ebd70-parkeras]; Freire, Maria (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345Seaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) (T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Santos, Michael (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad2 16e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 

Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b74aa9a44358954c45435ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425eSecd-wojtowiczem]; Seigfreid, Kim 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=918ccb3c48e240e79a0ab243e5d35298-seigfreidks]; Schwetz, Tara (NIH/OD) 
|E) [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24b5035-schwetzta]; Wolinetz, Carrie 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1¢655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b31b-hallettaa]; Higgins, Lauren (NIH/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7ac48e4a60b2ecd1969a716-higgins!]; Brodd, Lauren (NIH/OD) [E] 
'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba66Sdea08e5417 1b3d6890c2S18ddb9-leponelm]; Meltzer, Abbey (FNIH) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) (T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d49158684 1696e460f062-gormanmj) 

Re: CLOSE HOLD/REVIEW NEEDED: Draft QA 


Gal 


Gal 


=} 


Got it; we will add those. 


Renate Myles 

Deputy Director for Public Affairs 

Office of Communications and Public Liaison 
National Institutes of Health 


b6 


From: Collins, Francis (NIH/OD) [E] < b6 


Sent: Thursday, October 15, 2020 7:10:18 AM 


COLL0000013891 


To: Myles, Renate (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 


Parker, Ashley (NIH/OD) [E] < bé Freire, Maria (FNIH) [T] < b6 Wholley, David 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Santos, Michael (FNIH) [T] 

< b6 McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] 

< b6 

Ce: Burklow, John (NIH/OD) [E] < bé Fine, Amanda (NIH/OD) [E] < b6 

Wojtowicz, Emma (NIH/OD) [E] < b6 Seigfreid, Kim (NIH/OD) [E] < b6é 

Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < v6 Hallett, 
Adrienne (NIH/OD) [E] < b6 Higgins, Lauren (NIH/OD) [E] < b6 Brodd, Lauren 
(NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] < v6 Gorman, Greta (FNIH) [T] 

< b6é 


Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft QA 


Looks good. Other Qs that might be included would be the proposed mechanism of action of the three 
immunomodulators (they have quite different impacts on the immune system), and a Q about whether we 
need any more immunomodulators since dexamethasone has been shown to provide that kind of benefit. 


Francis 

From: Myles, Renate (NIH/OD) [E] < b6 

Sent: Thursday, October 15, 2020 6:50 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, David 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Santos, Michael (FNIH) [T] 

< b6 McManus, Ayanna (NIH/OD) [E] < v6 Wood, Gretchen (NIH/OD) [E] 

3 b6 

Cc: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] v6 

Wojtowicz, Emma (NIH/OD) [E] < b6 Seigfreid, Kim (NIH/OD) [E] < b6 

Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 Hallett, 
Adrienne (NIH/OD) [E] < b6 Higgins, Lauren (NIH/OD) [E] < b6 Brodd, Lauren 
(NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] b6 Gorman, Greta (FNIH) [T] 

< b6 


Subject: CLOSE HOLD/REVIEW NEEDED: Draft QA 

Hi all: 

Attached are the draft QA for your review. Please let me know if you have any concerns/changes. Once | receive your 
input, | will send final materials and will have briefing books for those joining in person (Francis/Chris Austin). | also will 


ensure other principals receive the package. 


Best, 
Renate 


From: Myles, Renate (NIH/OD) [E] 
Sent: Wednesday, October 14, 2020 8:48 PM 


To: Wholley, David (FNIH) [T] b6 Collins, Francis (NIH/OD) [E] b6 Tabak, 
Lawrence (NIH/OD) [E] b6 Parker, Ashley (NIH/OD) [E] b6 Freire, Maria 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < v6 Santos, Michael (FNIH) [T] 

b6 McManus, Ayanna (NIH/OD) [E] b6 >; Wood, Gretchen (NIH/OD) [E] 
cs. b6 
Ce: Burklow, John (NIH/OD) [E] b6 >; Fine, Amanda (NIH/OD) [E] < b6 
Wojtowicz, Emma (NIH/OD) [E] b6 Seigfreid, Kim (NIH/OD) [E] b6 
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Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 Hallett, 


Adrienne (NIH/OD) [E] b6 Higgins, Lauren (NIH/OD) [E] b6 >; Brodd, 
Lauren (NIH/OD) [E] bé Meltzer, Abbey (FNIH) [T] b6 Gorman, Greta (FNIH) [T] 
< b6 


Subject: RE: CLOSE HOLD/REViEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 


Thanks, David, and yes, of course. Thanks for letting me know. 


From: Wholley, David (FNIH) [T] b6 

Sent: Wednesday, October 14, 2020 8:32 PM 

To: Myles, Renate (NIH/OD) [E] < 6 Collins, Francis (NIH/OD) [E] b6 Tabak, 
Lawrence (NIH/OD) [E] <lawrence.tabak@nih.gov>; Parker, Ashley (NIH/OD) [E] < b6 ; Freire, Maria 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < b6 Santos, Michael (FNIH) [T] 

< b6 McManus, Ayanna (NIH/OD) [E] b6 >; Wood, Gretchen (NIH/OD) [E] 
swoo b6 

Ce: Burklow, John (NIH/OD) [E] b6 >; Fine, Amanda (NIH/OD) [E] < b6 

Wojtowicz, Emma (NIH/OD) [E] b6 >; Seigfreid, Kim (NIH/OD) [E] < b6 

Schwetz, Tara (NIH/OD) [E] < v6 Wolinetz, Carrie (NIH/OD) [E] v6 >; Hallett, 
Adrienne (NIH/OD) [E] b6 >; Higgins, Lauren (NIH/OD) [E] b6 v>; Brodd, Lauren 
(NIH/OD) [E] b Meltzer, Abbey (FNIH) [T] b6 >; Gorman, Greta (FNIH) [T] 

< b6 


Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 


Renate, this looks good to me. However | will not be able to participate until 4:30 due to a critical conflict (having to do 
with advancing ACTIV trial accrual). Hope that is OK—I've not been called on in any of the previous announcement 
sessions. 

Regards, David 


From: Myles, Renate (NIH/OD) [E] b6 
Sent: Wednesday, October 14, 2020 6:32 PM 
To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] b6 S; 
Parker, Ashley (NIH/OD) [E] b6 >; Freire, Maria (FNIH) [T] b6 ; Wholley, David 
(FNIH) [7] b6 ; Adam, Stacey (FNIH) [T] b6 ; Santos, Michael (FNIH) [T] 

b6 >; McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] 

b6 

Ce: Burklow, John (NIH/OD) [E] b6 Fine, Amanda (NIH/OD) [E] b 
Wojtowicz, Emma (NIH/OD) [E] b6 Seigfreid, Kim (NIH/OD) [E] b6 
Schwetz, Tara (NIH/OD) [E] b6 >; Wolinetz, Carrie (NIH/OD) [E] b6 >; Hallett, 
Adrienne (NIH/OD) [E] _b6 >; Higgins, Lauren (NIH/OD) [E] b6 >; Brodd, Lauren 
(NIH/OD) [E] b6 >; Meltzer, Abbey (FNIH) [T] b6 Gorman, Greta (FNIH) [T] 

b6 


Subject: RE: CLOSE HOLD/REVIEW NEEDED: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 
Importance: High 


Good evening: 


I’m looping back since | have not received input from you on the draft rollout plan and run of show. I’m also adding more 
documents. Please let me know if you have changes or concerns. 


Draft Rollout 

Draft Media Telebriefing Run of Show 

Final, Cleared Embargoed Media Advisory (no need to review) 
Final, Cleared Embargoed News Release (previously reviewed) 


a 
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5. Draft Talking Points for Dr. Collins 
6. Backgrounder 
7. QA(to come) 


Thanks, 
Renate 


From: Myles, Renate (NIH/OD) [E] 
Sent: Tuesday, October 13, 2020 5:26 PM 


To: Collins, Francis (NIH/OD) [E] b6 ; Tabak, Lawrence (NIH/OD) [E] < b6 
Parker, Ashley (NIH/OD) [E] <a v6 Freire, Maria (FNIH) [T] < b6 Wholley, David 
(FNIH) [T] b6 Adam, Stacey (FNIH) [T] b6 Santos, Michael (FNIH) [T] 

b6 McManus, Ayanna (NIH/OD) [E] < b6 Wood, Gretchen (NIH/OD) [E] 
< b6 
Ce: Burklow, John (NIH/OD) [E] b6 Fine, Amanda (NIH/OD) [E] < b6 
Wojtowicz, Emma (NIH/OD) [E] b6é >; Seigfreid, Kim (NIH/OD) [E] b6 
Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 Hallett, 
Adrienne (NIH/OD) [E] b6 Higgins, Lauren (NIH/OD) [E] < b6 >; Brodd, 
Lauren (NIH/OD) [E] b6é >; Meltzer, Abbey (FNIH) [T] b6 Gorman, Greta (FNIH) [T] 
<g b6 


Subject: CLOSE HOLD: Draft Rollout/Media Telebriefing Run of Show for ACTIV-1 

Hi all: 

Attached are the draft rollout plan and media telebriefing run of show for the ACTIV-1 announcement. Just a reminder 
that the activities on Thursday are embargoed and the release will go live on Friday, October 16 at 7:30 a.m. Please let 

me know if you have any questions or concerns. The news release and media advisory are in clearance. | will share final 


products tomorrow. 


Best, 
Renate 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 


(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 10/15/2020 1:17:16 PM 


To: Woodcock, Janet (FDA/CDER) [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc]; Collins, Francis 


(NIH/OD) [€] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


CC: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 


(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e1cf101c0943414-adamsj4] 


Subject: FW: Fu 


Paul and I were supposed to speak last evening but he got caught up in meetings. 
move ahead to set this initial discussion up with Lynn and John, and maybe someone from ACTIV-2, since 


that_is where the greatest need is. Stacey will join as well. 
involve? 


— Original Message----- 
From: Stoffels, Paul [J3cuUs] < b6 
Sent: Thursday, October 15, 2020 8:56 AM 

To: wholley, David (FNIH) [T] < b6 
Subject: Re: Fu 


David, I'm in a full day of a Board meeting. 


(b) (4), (b) (5) 


Sent from my iPad 


> On Oct 14, 2020, at 10:05 PM, Wholley, David (FNIH) [T] < 
> 

> Sure, just off the call with Janet and the ACTIV-2/3 crowd. 
> 

> Original Message----- 

> Stoffels, Paul [3JJCUS] < b6 

> Wednesday, October 14, 2020 3:43 PM 

> To: Wholley, David (FNIH) [T] < b6 

> Subject: Fu 

> 

> 

> David, (b) (5) 

> 

> (b) 5) 

> Paul 

> 

> 

> 

> 


Sent from my iPhone 


wrote: 


I think I should just 


Any objections? Anyone else I should 
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From: Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA21573B23-ANDERSONJM] 

Sent: 10/14/2020 3:08:16 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabakl]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras] 

Subject: RE: ACTIV Daily Updates 20201014.pptx 

Attachments: s41586-020-2818-3 reference (003).pdf 


The major genetic risk factor for severe COVID-19 is inherited from Neanderthals 


From: Wholley, David (FNIH) [T] < b6 

Sent: Wednesday, October 14, 2020 7:37 AM 

To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 

Freire, Maria (FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: ACTIV Daily Updates 20201014.pptx 


Slides for this morning’s war room, Wednesday October 14. 
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From: Woodcock, Janet [ b6 

Sent: 10/15/2020 4:21:25 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 


(ole Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4] 
Subject: RE: Fu 


Yes I think someone from OWS. I personally am extremely familiar with Transcelerate. jw 


cornet ‘Original Message----- 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Thursday, October 15, 2020 12:14 PM 

To: Wholley, David N (NIH) < b6 Woodcock, Janet < v6 
Cc: Adam, Stacey J (NIH) < b6 

Subject: RE: Fu 


Sounds right -- up to Janet, (b) (5) 
Francis 


aaa Original Message----- 

From: Wholley, David (FNIH) [T] < 

Sent: Thursday, October 15, 2020 9:17 AM 

To: Woodcock, Janet (FDA/CDER) < b6 Collins, Francis (NIH/OD) [E] 
< 

Cc: Adam, Stacey (FNIH) [T] < b6 

Subject: FW: Fu 


Paul and I were supposed to speak last evening but he got caught up in meetings. I think I should just 
move ahead to set this initial discussion up with Lynn and John, and maybe someone from ACTIV-2, since 
that is where the greatest need is. Stacey will join as well. Any objections? Anyone else I should 
involve? 


arene ‘Original Message----- 

From: Stoffels, Paul [33cus] < b6 
Sent: Thursday, October 15, 2020 &:56 AM 
To: Wholley, David (FNIH) [T] < b6 
Subject: Re: Fu 

David, I’m in a full day of a Board meeting. 


(&) (4). (b) (5) 


Sent from my iPad 
On Oct 14, 2020, at 10:05 PM, Wholley, David (FNIH) [T] < v6 wrote: 


> 
> 
> Sure, just off the call with Janet and the ACTIV-2/3 crowd. b6 
> 


v 
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> From: Stoffels, Paul [J3cus] < b6 


> Sent: Wednesday, October 14, 2020 3:43 PM 
> To: Wholley, David (FNIH) [T] < b6 
> Subject: Fu 

> 

> David, (b) (5) 

> 

> (b) (5) 

> 

> 

> 

> Paul 

> 

> 

> Sent from my iPhone 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A 1823C18522-MYLESR] 

Sent: 10/15/2020 5:33:59 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras); Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd87510679648859e 1cf101c0943414-adamsj4]; Santos, Michael (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65/80-santosmr]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 

GG: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 

[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 

E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 

(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243e5d35298-seigfreidks]; Schwetz, Tara (NIH/OD) 

[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24bS035-schwetzta]; Wolinetz, Carrie 

(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 

(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 

(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7 ac48e4a60b2ecd1969a7 16-higgins|]; Brodd, Lauren (NIH/OD) [E] 

'o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e5417 1b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 

[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 

‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d491586841696e460f062-gormanmj] 

Subject: CLOSE HOLD: Final Materials for ACTIV-1 Rollout 

Attachments: 1-Rollout_ACTIV-1_10.15.2020_Final.docx; 2-RunOfShow_ACTIV-1_Media_Telebriefing_10.15.2020_Final.docx; 3- 
Embargoed_7.30amET_10.16.2020_NIH_Media_Advisory_ACTIV-1_ImmuneModulators.docx; 4- 
Embargoed_7.30amET_10.16.2020_NIH_NewsRelease_ACTIV-1_ImmuneModulators.docx; 5-TPs_Collins_ACTIV- 
4_10,14,2020 Final.docx; 6-Briefing_Doc_Phase3_ACTIV-1_Final.docx; 7-QA_ACTIV-1_Trial_Launch_Final.doc 


Flag: Follow up 

Good afternoon: 

The embargoed media availability and news release have been issued to reporters. Attached are the final materials, 
including the updated QA. Please note that the dial-in for U.S. participants has changed; see attached run of show 
for correct dial-in. 


Best, 


COLL0000013904 


Renate 


Renate Myles, MBA 
X ty Director tor Public Attairs 

ate Public Liaisor 

nal institute 


b6 


atin 


NIH... Turning Discovery Into Health 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F0679648859E 1CF101C0943414-ADAMSJ4] 

Sent: 10/15/2020 8:44:14 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 

Subject: RE: very good, very collaborative call with NCI and NIAID re: access to NCORP sites 


Flag: Follow up 


Dear Janet and Francis, 


In follow-up to David’s quick note, | wanted to let you know the few important critical points/action items from the 
meeting. 


. (6) G) 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

h Partnerships 
b6 Mobile: 


From: Wholley, David (FNIH) [T] < b6 

Sent: Thursday, October 15, 2020 3:38 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Woodcock, Janet (FDA/CDER) < b6 
Ce: Adam, Stacey (FNIH) [T] < b6 

Subject: very good, very collaborative call with NCI and NIAID re: access to NCORP sites 


Details to follow 


David Wholley 
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Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

fhih.org 


11400 Rockville Pike Suite 600 North Bethesda. MD 20852 


dn 2019, the FNIA earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A 1823C18522-MYLESR] 
Sent: 10/15/2020 5:43:48 PM 
To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras]; Freire, Maria (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Santos, Michael (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 
GG: Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
(/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9244358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243e5d35298-seigfreidks]; Schwetz, Tara (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Ob1da1e9650d44fa9a9e2d94f24b5035-schwetzta]; Wolinetz, Carrie 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde4719d7 ac48e4a60b2ecd1969a7 16-higgins!]; Brodd, Lauren (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e54171b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 
{/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d49158684 1696e460f062-gormanmj] 
Subject: SEE THIS VERSION: CLOSE HOLD: Final Materials for ACTIV-1 Rollout 
Attachments: 1-Rollout_ACTIV-1_10.15.2020_Final.docx; 2-~RunOfShow_ACTIV-1_Media_Telebriefing_10.15.2020_Final.docx; 3- 
Embargoed_7.30amET_10.16.2020_NIH_Media_Advisory_ACTIV-1_ImmuneModulators.docx; 4- 
Embargoed_7.30amET_10.16.2020_NIH_NewsRelease_ACTIV-1_ImmuneModulators.docx; 5-TPs_Collins_ACTIV- 
4_10,14,2020 Final.docx; 6-Briefing_Doc_Phase3_ACTIV-1_Final.docx; 7-QA_ACTIV-1_Trial_Launch_Final.doc; 8- 
Overview_Livestream_ACTIV-1.docx 


m 


=} 


Now with the addition of the livestream overview. Attachments will be included in the briefing books for on-site 
participants. 


1- Rollout 

2- Media Telebriefing Run of Show 

3- Final, Cleared Embargoed Media Advisory 
4- Final, Cleared Embargoed News Release 
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5- Talking Points for Dr. Collins 

6- Backgrounder 

7T- QA 

8- Overview of Social Media Event 


From: Myles, Renate (NIH/OD) [E] 
Sent: Thursday, October 15, 2020 1:34 PM 


To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6é 

Parker, Ashley (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Wholley, David 
(FNIH) [T] < b6 Adam, Stacey (FNIH) [T] < v6 Santos, Michael (FNIH) [T] 

< b6 McManus, Ayanna (NIH/OD) [E] < v6 Wood, Gretchen (NIH/OD) [E] 

< b6 

Ce: Burklow, John (NIH/OD) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 

Wojtowicz, Emma (NIH/OD) [E] < b6 Seigfreid, Kim (NIH/OD) [E] < b6 

Schwetz, Tara (NIH/OD) [E] < b6 Wolinetz, Carrie (NIH/OD) [E] < b6 Hallett, 
Adrienne (NIH/OD) [E] < b6 Higgins, Lauren (NIH/OD) [E] < b6 Brodd, 
Lauren (NIH/OD) [E] < b6 Meltzer, Abbey (FNIH) [T] < v6 Gorman, Greta (FNIH) [T] 
< b6 


Subject: CLOSE HOLD: Final Materials for ACTIV-1 Rollout 

Good afternoon: 

The embargoed media availability and news release have been issued to reporters. Attached are the final materials, 
including the updated QA. Please note that the dial-in for U.S. participants has changed; see attached run of show 
for correct dial-in. 


Best, 
Renate 


Renate Myles, MBA 
t Director for 


NIH. .. Turning Discovery Into Health 


COLL0000013915 


From: Woodcock, Janet [ b6 

Sent: 10/15/2020 9:18:50 PM 

To: Adam, Stacey (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f067964885 9e1cf101c0943414-adamsj4]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: very good, very collaborative call with NCI and NIAID re: access to NCORP sites 


Thanks! Let’s keep our fingers crossed about this. jw 


From: Adam, Stacey (FNIH) [T] < b6 

Sent: Thursday, October 15, 2020 4:45 PM 

To: Wholley, David N (NIH) < b6 Collins, Francis S (NIH) < b6 Woodcock, Janet 
Janet. b6 


Subject: RE: very good, very collaborative call with NCI and NIAID re: access to NCORP sites 
Dear Janet and Francis, 


In follow-up to David’s quick note, | wanted to let you know the few important critical points/action items from the 


meeting. &) (5) 


Thanks, 
Stacey 


Stacey J. Adam, PhD 
Director, Cane 
Reseai ‘artnerships 

Direct: b6 Mobile: b6 


er 


From: Wholley, David (FNIH) [T] b6 
Sent: Thursday, October 15, 2020 3:38 PM 
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To: Collins, Francis (NIH/OD) [E] b6 >; Woodcock, Janet (FDA/CDER) b6 
Cc: Adam, Stacey (FNIH) [T] b6 
Subject: very good, very collaborative call with NCI and NIAID re: access to NCORP sites 


Details to follow 
David Wholley 
Senior Vice-President, Research Parterships 


Foundation for the National Institutes of Health 
b 


fhih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


ta 2019, the #NIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as un organization that exceeds industry standards. 
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From: Adam, Stacey (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=DCD875F06796488S9E 1CF101C0943414-ADAMSJ4] 

Sent: 10/15/2020 8:45:19 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 

Subject: RE: very good, very collaborative call with NCI and NIAID re: access to NCORP sites 


Flag: Follow up 
Dear Janet and Francis, 
In follow-up to David’s quick note, | wanted to let you know the few important critical points/action items from the 


meeting. 


. (b) (S) 


Thanks, 
Stacey 


Stacey J. Adam, PhD 


Director, Cancer 
Partnerships 
b6 Mobile: b6 
From: Wholley, David (FNIH) [T] < b6 
Sent: Thursday, October 15, 2020 3:38 PM 
To: Collins, Francis (NIH/OD) [E] b6 ; Woodcock, Janet (FDA/CDER) b6 
Cc: Adam, Stacey (FNIH) [T] < b6 


Subject: very good, very collaborative call with NCI and NIAID re: access to NCORP sites 
Details to follow 


David Wholley 
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Senior Vice-President, Research Partnerships 

Foundation for the National Institutes of Health 
b6 

fhih.org 


11400 Rockville Pike Suite 600 North Bethesda. MD 20852 


dn 2019, the FNIA earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/16/2020 2:36:43 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9192 169bd7644e29-Janet.Woodc] 

Subject: FW: Call to discuss TransCelerate help for ACTIV trials 


FYI (Janet, | got some advice from Lynn on this first.) 


From: Dalvir Gill < b6 

Sent: Thursday, October 15, 2020 10:13 PM 

To: Wholley, David (FNIH) [T] < b6 

Ce: Lynn Marks < b6 Harrigan, Rachel (HHS/IOS) < b6 Adam, Stacey (FNIH) 
[Tl< b6 Melencio, Cheryl (FNIH) [T] < b6 Nancy Duffy-Leis 

< b6 


Subject: Re: Call to discuss TransCelerate help for ACTIV trials 
Thank you for your message David. 


Yes, | spoke to Paul yesterday and have spoken to some experts within the member companies today about this topic. 
Happy to talk further with you and the team. 


Cheryl - my EA Nancy (copied above), can help with scheduling. | have asked her to prioritize these discussions regarding 
ACTIV. 


Look forward to chatting further. Regards. 
Dalvir 


Get Outlook for iOS 


Wholley, David (FNIH) [T] < b6 


Fro’ 


Sent: Thursday, October 15, 2020 5:03:28 PM 

To: Dalvir Gill < b6 

Ce: Lynn Marks < b6 Harrigan, Rachel (HHS/IOS) < b6 Adam, Stacey (FNIH) 
mM< b6 Melencio, Cheryl (FNIH) [T] < b6 


Subject: Call to discuss TransCelerate help for ACTIV trials 


Dear Dalvir: 
&) 6) 
(b) (5) and would like to ask if you’d be available to get on a call with me and Stacey Adam, as well as our 
colleagues Lynn Marks and Rachel Harrigan from Operation Warp Speed, to discuss further. Cheryl Melencio, our EA, 


can work with your office to coordinate a time that works best for everyone. 


Many thanks, 
David Wholley 


David Wholley 
Senior Vice-President, Research Parmerships 
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Foundation for the National Institutes of Health 
b6 


fnih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


In 2619, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
as an organization that exceeds industry standards, 
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From: 


Sent: 
To: 


cc: 


Subject: 


Flag: 


Myles, Renate (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=7D317F5626934585B3692A 1823C18522-MYLESR] 

10/16/2020 11:35:05 AM 

Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF 23SPDLT)/cn=Recipients/cn=dcd875f0679648859e1cf101c0943414-adamsj4]; Santos, Michael (FNIH) (T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e 18ef4cc6952f65f80-santosmr]; McManus, Ayanna 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=bcf06de08ba845249b9b36ad216e237e-amcmanus]; Wood, Gretchen 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=549f390b39d044a8b5d1e0e1a8f76c1f-woodgs] 

Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43c08be856acb5b964ca-burklowj]; Fine, Amanda (NIH/OD) [E] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9244358954c45439ffdeb6-fineab]; Wojtowicz, Emma (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Seigfreid, Kim 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=918ccb3c48ea40e79a0ab243e5d35298-seigfreidks]; Polimeni, Lydia 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=fe175e27080244d190744be16f16b6de-polimeniln]; Schwetz, Tara (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0b1da1e9650d44fa9a9e2d94f24b5035-schwetzta]; Wolinetz, Carrie 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=1c655040d47346c7b04d7bc11a403ecb-wolinetzcd]; Hallett, Adrienne 
(NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f1705e2e7¢254b84a7 7f0S8dbf75b3 1b-hallettaa]; Higgins, Lauren (NIH/OD) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=bfde47 19d7ac48e4a60b2ecd1969a7 16-higgins|]; Brodd, Lauren (NIH/OD) [E] 
‘o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=ba665dea08e5417 1b3d6890c2518ddb9-leponelm]; Meltzer, Abbey (FNIH) 
[T] [/o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=c34 1d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
'o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d49158684 1696e460f062-gormanmj) 

ACTIV-1 Release is Now Live 


Follow up 


Good morning: 


begins-large-clinical-trial-test-im 


mune-modulators-treatment-covid-19 We will be hosting a Facebook/Twitter live event 


on NIH’s channels from 4:15-4:45 p.m. today, so tune if you can. 


Francis: we'll send the tweet via separate email. 
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Best, 
Renate 


Renate Myles, MBA 
Depuly Director for Public Affairs 
Office of Communications and Public Liaison 
National Institutes of Health 
: b6 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/16/2020 2:42:44 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201016.pptx 

Attachments: ACTIV Daily Update 20201016.pptx 


Here are slides for tomorrow’s war room, Friday October 16. 
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From: Fine, Amanda (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=61290B74AA9A44358954C45439FFDEB6-FINEAB] 
Sent: 10/16/2020 1:21:39 PM 
To: Austin, Christopher (NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc422475 48e596778304781f-austinc]; Bozzette, Sam (NIH/NCATS) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f0Sa36 19cf47¢7ae39d7bcfOaac88d-bozzettesaa]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
GG Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be8S6acbSb964ca-burklowj]; Myles, Renate (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wojtowicz, Emma (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425e5ecd-wojtowiczem]; Marti, Emily 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=970fb6ea63944699aa433{b034a0f63f-carlsone]; Gardner, Bobbi 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3dd21d20185e4e46a20a6eb89c314580-gardnerbw]; Meltzer, Abbey (FNIH) 
T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c341d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=280703da933d49158684 1696e460f062-gormanmi]; Lane, Cliff (NIH/NIAID) 
|E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 
Subject: RE: FOR INPUT: CNN inquiry on WHO Remdesivir study 


Flag: Follow up 
Thanks all for your attention to this inquiry. If there are no concerns, we will respond to Maggie with: 
These results do not change anything said during yesterday’s telebriefing, and the ACTIV-1 protocol will proceed as it 


was described. While we will evaluate all new data as it becomes available, remdesivir remains the standard of care in 
the US. 


Amanda 

From: Austin, Christopher (NIH/NCATS) [E] < b6 

Sent: Friday, October 16, 2020 9:07 AM 

To: Bozzette, Sam (NIH/NCATS) [E] < b6 Fine, Amanda (NIH/OD) [E] < b6 

Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 

Cc: Burklow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Wojtowicz, 
Emma (NIH/OD) [E] < b6 Marti, Emily (NIH/NCATS) [E] < b6 Gardner, 
Bobbi (NIH/NCATS) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta 
(FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: RE: FOR INPUT: CNN inquiry on WHO Remdesivir study 


Perfect, thanks Sam 


From: Bozzette, Sam (NIH/NCATS) [E] < b6 
Sent: Friday, October 16, 2020 9:04 AM 
To: Austin, Christopher (NIH/NCATS) [E] b6 Fine, Amanda (NIH/OD) [E] < b6 
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Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 


Ce: Burkiow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Wojtowicz, 
Emma (NIH/OD) [E] < b6 Marti, Emily (NIH/NCATS) [E] < b6 Gardner, 
Bobbi (NIH/NCATS) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta 
(FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: RE: FOR INPUT: CNN inquiry on WHO Remdesivir study 


Bill Powderly and | discussed this last night. (b) (5) 

&) 6) 
Sam 
From: Austin, Christopher (NIH/NCATS) [E] < b6 
Sent: Friday, October 16, 2020 8:37 AM 
To: Fine, Amanda (NIH/OD) [E] < b6 Collins, Francis (NIH/OD) [E] < v6 Wholley, 
David (FNIH) [T] < b6 
Ce: Burklow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Wojtowicz, 
Emma (NIH/OD) [E] < b6 Marti, Emily (NIH/NCATS) [E] < b6 Gardner, 
Bobbi (NIH/NCATS) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta 
(FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Bozzette, Sam (NIH/NCATS) [E] 
< b6 


Subject: RE: FOR INPUT: CNN inquiry on WHO Remdesivir study 


Amanda, 

| have asked the ACTIV1 study team for their opinion on this question. However, in the meantime we discussed the 
question on the War Room call this morning and agreed that these results do not change anything that was said at 
yesterday’s telebriefing and that the ACTIV trial should proceed as described. 

Thanks, 

Chris 


From: Fine, Amanda (NIH/OD) [E] < v6 

Sent: Thursday, October 15, 2020 7:08 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Austin, Christopher (NIH/NCATS) [E] < b6 

Wholley, David (FNIH) [T] < b6 

Cc; Burklow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Wojtowicz, 
Emma (NIH/OD) [E] < b6 Marti, Emily (NIH/NCATS) [E] < b6 Gardner, 
Bobbi (NIH/NCATS) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta 
(FNIH) (T] < b6 

Subject: FOR INPUT: CNN inquiry on WHO Remdesivir study 


Greetings- 
WHO announced results from their remdesivir trial today: https://www.who.int/news/item/15-10-2020-solidarity- 


therapeutics-trial-produces-conclusive-evidence-on-the-effectiveness-of-repurposed-drugs-for-covid-19-in-record-time. 
Attaching a related Financial Times article we circulated earlier. 


Maggie Fox/CNN is asking whether this changes anything that was said during today’s telebriefing. 
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Please let us know how we should respond. 


Thanks, 
Amanda 


memnea Fine 


Email: b6 
Wels http://www.nih.gov 


IH. ... Turning Discovery into Health 


From: Fox, Maggie <Maggie.Fox@cnn.com> 

Sent: Thursday, October 15, 2020 6:40 PM 

To; Myles, Renate (NIH/OD) [E] < b6 Burklow, John (NIH/OD) [E] < b6 Fine, 
Amanda (NIH/OD) [E] < b6 

Subject: FW: NEWS RELEASE: Solidarity Therapeutics Trial produces conclusive evidence on the effectiveness of 
repurposed drugs for COVID-19 in record time 


Well, this nice bomb just landed. Given that remdesivir is in the control arm for everything, does this change anything 
and is there anything NIH would like to say about the findings? Thanks so much. 


Maggie Fox 
Senior Editor, Health 
CNN 


From: WHO Media <Media@campaign.who.int> 

Sent: Thursday, October 15, 2020 6:22 PM 

To: Fox, Maggie <Maggie.Fox@cnn.com> 

Subject: NEWS RELEASE: Solidarity Therapeutics Trial produces conclusive evidence on the effectiveness of repurposed 
drugs for COVID-19 in record time 


COLL0000013935 


Thursday 15 October 2020 


Solidarity Therapeutics Trial produces conclusive evidence on the 
effectiveness of repurposed drugs for COVID-19 in record time 


GENEVA, 15 Octeber 2020 - In just six months, the world’s largest randomized control 
trial on COVID-19 therapeutics has generated conclusive evidence on the effectiveness 
of repurposed drugs for the treatment of COVID-19. 


interim results from the Solidarity Therapeutics Trial, coordinated by the World Health 
Organization, indicate that remdesivir, hydroxychloroquine, lopinavir/ritonavir and 
interferon regimens appeared to have little or no effect on 28-day mortality or the in- 
hospital course of COVID-19 among hospitalized patients. 


The study, which spans more than 30 countries, looked at the effects of these 
treatments on overall mortality, initiation of ventilation, and duration of hospital stay in 
hospitalized patients. Other uses of the drugs, for example in treatment of patients in 
the community or for prevention, would have to be examined using different trials. 


The progress achieved by the Solidarity Therapeutics Trial shows that large international 
trials are possible, even during a pandemic, and offer the promise of quickly and 
reliably answering critical public health questions concerning therapeutics. 


The results of the trial are under review for publication in a medical journal and have 
been uploaded as preprint at medRxiv available at this 
tink: 2¢ 04/2020, 10.15, 20203817 


ede 


The global platform of the Solidarity Trial is ready to rapidly evaluate promising new 
treatment options, with nearly 500 hospitals open as trial sites. 


Newer antiviral drugs, immunomodulators and anti-SARS COV-2 monoclonal antibodies 
are now being considered for evaluation. 


MEDIA CONTACT: 


& +41 792906688 


Margaret Harris 
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From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247S48E596778304F781F-AUSTINC] 
Sent: 10/16/2020 1:25:07 PM 
To: Fine, Amanda (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=61290b742a9a44358954c45439ffdeb6-fineab]; Bozzette, Sam (NIH/NCATS) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=85f05a3619cf47c7ae39d7bcfOaac88d-bozzettesaa]; Collins, Francis (NIH/OD) 
(E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 
GG Burklow, John (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acbSb964ca-burklow|]; Myles, Renate (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Wojtowicz, Emma (NIH/OD) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=45c6610aca6e44a08d497630425eSecd-wojtowiczem]; Marti, Emily 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=970fb6ea63944699aa433{b034a0f63f-carlsone]; Gardner, Bobbi 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3dd21d20185e4e46a20a6eb89c314580-gardnerbw]; Meltzer, Abbey (FNIH) 
T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c34 1d86cf7404a78ac8f852e698e5382-meltzerak]; Gorman, Greta (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=280703da933d49158684 1696e460f062-gormanm)]; Lane, Cliff (NIH/NIAID) 
E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane] 
Subject: RE: FOR INPUT: CNN inquiry on WHO Remdesivir study 


Very good, thank you Amanda. 


Chris 

From: Fine, Amanda (NIH/OD) [E] < b6 

Sent: Friday, October 16, 2020 9:22 AM 

To: Austin, Christopher (NIH/NCATS) [E] < b6 Bozzette, Sam (NIH/NCATS) [E] 

< b6 Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] 

< b6 

Ce: Burklow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Wojtowicz, 
Emma (NIH/OD) [E] < b6 Marti, Emily (NIH/NCATS) [E] < b6 Gardner, 
Bobbi (NIH/NCATS) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta 
(FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: RE: FOR INPUT: CNN inquiry on WHO Remdesivir study 

Thanks all for your attention to this inquiry. If there are no concerns, we will respond to Maggie with: 

These results do not change anything said during yesterday’s telebriefing, and the ACTIV-1 protocol will proceed as it 
was described. While we will evaluate all new data as it becomes available, remdesivir remains the standard of care in 


the US. 


Amanda 


From: Austin, Christopher (NIH/NCATS) [E] < b6 
Sent: Friday, October 16, 2020 9:07 AM 
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To: Bozzette, Sam (NIH/NCATS) [E] < Fine, Amanda (NIH/OD) [E] < v6 

Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 

Ce: Burklow, John (NIH/OD) [E] < b6é Myles, Renate (NIH/OD) [E] < b6 Wojtowicz, 
Emma (NIH/OD) [E] < b6 Marti, Emily (NIH/NCATS) [E] < b6 Gardner, 
Bobbi (NIH/NCATS) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta 
(FNIH) [T] < b6é Lane, Cliff (NIH/NIAID) [E] < b6 


Subject: RE: FOR INPUT: CNN inquiry on WHO Remdesivir study 


Perfect, thanks Sam 


From: Bozzette, Sam (NIH/NCATS) [E] < b6 
Sent: Friday, October 16, 2020 9:04 AM 
To: Austin, Christopher (NIH/NCATS) [E] b6 Fine, Amanda (NIH/OD) [E] < b6 
Collins, Francis (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < v6 
Cc: Burklow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < v6 Wojtowicz, 
Emma (NIH/OD) [E] < b6 Marti, Emily (NIH/NCATS) [E] < b6 Gardner, 
Bobbi (NIH/NCATS) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta 
(FNIH) [T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 
Subject: RE: FOR INPUT: CNN inquiry on WHO Remdesivir study 
Bill Powderly and | discussed this last night. (b) (5) 

(b) (5) 
sam 
From: Austin, Christopher (NIH/NCATS) [E] < b6 
Sent: Friday, October 16, 2020 8:37 AM 
To: Fine, Amanda (NIH/OD) [E] < b6 Collins, Francis (NIH/OD) [E] < b6 Wholley, 
David (FNIH) [T] < b6 
Ce: Burklow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Wojtowicz, 
Emma (NIH/OD) [E] < b6 Marti, Emily (NIH/NCATS) [E] < b6 Gardner, 
Bobbi (NIH/NCATS) [E] < b6 Meltzer, Abbey (FNIH) (T] < b6 Gorman, Greta 
(FNIH) (T] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Bozzette, Sam (NIH/NCATS) [E] 
< b6 


Subject: RE: FOR INPUT: CNN inquiry on WHO Remdesivir study 


Amanda, 

| have asked the ACTIV1 study team for their opinion on this question. However, in the meantime we discussed the 
question on the War Room call this morning and agreed that these results do not change anything that was said at 
yesterday’s telebriefing and that the ACTIV1 trial should proceed as described. 


Thanks, 

Chris 

From: Fine, Amanda (NIH/OD) [E] < v6 

Sent: Thursday, October 15, 2020 7:08 PM 

To: Collins, Francis (NIH/OD) [E] <coll b6 Austin, Christopher (NIH/NCATS) [E] b6 
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Wholley, David (FNIH) [T] < b6 


Ce: Burklow, John (NIH/OD) [E] < b6 Myles, Renate (NIH/OD) [E] < b6 Wojtowicz, 
Emma (NIH/OD) [E] < b6 Marti, Emily (NIH/NCATS) [E] < b6 Gardner, 
Bobbi (NIH/NCATS) [E] < b6 Meltzer, Abbey (FNIH) [T] < b6 Gorman, Greta 
(FNIH) [T] < b6 


Subject: FOR INPUT: CNN inquiry on WHO Remdesivir study 
Greetings- 
WHO announced results from their remdesivir trial today: https://www.who.int/news/item/15-10-2020-solidarity- 


therapeutics-trial-produces-conclusive-evidence-on-the-effectiveness-of-repurposed-drugs-for-covid-19-in-record-time. 
Attaching a related Financial Times article we circulated earlier. 


Maggie Fox/CNN is asking whether this changes anything that was said during today’s telebriefing. 
Please let us know how we should respond. 


Thanks, 
Amanda 


Amanda Fine 
of, New 
Notlional Insti 
i b6 
it: b6 
http:/Avww.nih.gov 


IH... Turning Discovery Into Health 


From: Fox, Maggie <Maggie.Fox@cnn.com> 

Sent: Thursday, October 15, 2020 6:40 PM 

To: Myles, Renate (NIH/OD) [E] < b6 Burklow, John (NIH/OD) [E] < b6 Fine, 
Amanda (NIH/OD) [E] < v6 

Subject: FW: NEWS RELEASE: Solidarity Therapeutics Trial produces conclusive evidence on the effectiveness of 
repurposed drugs for COVID-19 in record time 


Well, this nice bomb just landed. Given that remdesivir is in the control arm for everything, does this change anything 
and is there anything NIH would like to say about the findings? Thanks so much. 


Maggie Fox 
Senior Editor, Health 
CNN 


From: WHO Media <Media@campaign.who.int> 

Sent: Thursday, October 15, 2020 6:22 PM 

To: Fox, Maggie <Maggie.Fox@cnn.com> 

Subject: NEWS RELEASE: Solidarity Therapeutics Trial produces conclusive evidence on the effectiveness of repurposed 
drugs for COVID-19 in record time 
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Thursday 15 October 2020 


Solidarity Therapeutics Trial produces conclusive evidence on the 
effectiveness of repurposed drugs for COVID-19 in record time 


lidarity-therapeutics- 


osed-d 


GENEVA, 15 October 2020 - In just six months, the world’s largest randomized control 
trial on COVID-19 therapeutics has generated conclusive evidence on the effectiveness 
of repurposed drugs for the treatment of COVID-19. 


Interim results from the Solidarity Therapeutics Trial, coordinated by the World Health 
Organization, indicate that remdesivir, hydroxychloroquine, lopinavir/ritonavir and 
interferon regimens appeared to have little or no effect on 28-day mortality or the in- 
hospital course of COVID-19 among hospitalized patients. 


The study, which spans more than 30 countries, looked at the effects of these 
treatments on overall mortality, initiation of ventilation, and duration of hospital stay in 
hospitalized patients. Other uses of the drugs, for example in treatment of patients in 
the community or for prevention, would have to be examined using different trials. 


The progress achieved by the Solidarity Therapeutics Trial shows that large international 
trials are possible, even during a pandemic, and offer the promise of quickly and 
reliably answering critical public health questions concerning therapeutics. 


The results of the trial are under review for publication in a medical journal and have 
been uploaded as preprint at medRxiv available at this 
tink: ‘ 


COLL0000013942 


The global platform of the Solidarity Trial is ready to rapidly evaluate promising new 
treatment options, with nearly 500 hospitals open as trial sites. 


Newer antiviral drugs, immunomodulators and anti-SARS COV-2 monoclonal antibodies. 
are now being considered for evatuation. 


MEDIA CONTACT: 


Margaret Harris he 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/19/2020 2:13:45 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201019. pptx 

Attachments: ACTIV Daily Update 20201019.pptx 


Please see attached slides for tomorrow morning's war room meeting, Monday October 19. 
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From: Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA21573B23-ANDERSONJM] 

Sent: 10/19/2020 11:34:44 AM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938eS0d2ff0b6c2-collinsf]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e37 70cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabe42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe0Gebd70-parkeras] 

Subject: RE: Need advice about presentation at a NASEM meeting 


Francis, 


| suggest that you provide a link to the Nov 6 viral targets summit. We have a planning meeting at 8:30am today and will 
check how soon we can post the agenda, speakers and other information you can point to on Oct 28/29. 
You might also provide a link to the nAb webcast and report. 


Jim 

From: Wholley, David (FNIH) [T] < b6 

Sent: Sunday, October 18, 2020 6:54 PM 

To: Collins, Francis (NIH/OD) [E] < b6 Freire, Maria (FNIH) [T] < b6 Tabak, Lawrence 
(NIH/OD) [E] < b6 Lane, Cliff (NIH/NIAID) [E] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: RE: Need advice about presentation at a NASEM meeting 


Hi Francis: 

Lisa LaVange is currently with UNC, but formerly a statistician with FDA, has done lots of work in cancer supporting Rick 
Pazdur and Janet Woodcock including on LungMAP—Ellen Sigal is a big fan by the way. From an ACTIV perspective Lisa 
has been an integral member of the overall Tx-Clinical Working Group, of the Master Protocol subgroup, and of the MP 
Statistics subgroup as these various entities have been assembled since April. Lisa has been absolutely integral to 
informing the statistical design of the ACTIV-1,-2, and -3 protocols, and has reviewed the other two protocols, in 
collaboration with Mike Proschan of NIAID, Sylvia Collins of FDA, and others. | have heard her on many calls | have 
attended, and in my experience Lisa navigates among the frequentist and Bayesian approaches nimbly and without 
taking a dogmatic approach. She is articulate and always pleasant and collegial to deal with. 


If that sounds like a five-star review, | guess it is. 
I defer to Cliff and others on the comparison to RECOVERY, but have asked Stacey Adam for a few bullets. 


| leave the question regarding the antiviral summit to Jim and others. 


COLL0000014005 


Thanks, David 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Sunday, October 18, 2020 4:57 PM 

To: Wholley, David (FNIH) [T] v6 Freire, Maria (FNIH) [T] b6 ; Tabak, Lawrence 
(NIH/OD) [E] 6 : Lane, Cliff (NIH/NIAID) [E] b6 ; Austin, Christopher 
(NIH/NCATS) [E] b6 Parker, Ashley (NIH/OD) [E] v6 Anderson, James 
(NIH/OD) [E] b6 


Subject: Need advice about presentation at a NASEM meeting 

Hi there War Roomies, 

As you can see from the attached, the NASEM Forum on Drug Discovery, Development, and Translation is putting on a 
two day virtual meeting. Part of the first day is to hear about ACTIV, and compare and contrast that with RECOVERY. | 
could use your advice about what to include in my 15 minutes. Your assessment of the pros and cons of the RECOVERY 
trial design and implementation would be welcome. And can you remind me what role Lisa LaVange has played in 
ACTIV? 

Would this be a good opportunity to highlight the coming workshop on antivirals? Or would that be premature? 


Francis 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/19/2020 2:12:32 PM 

To: Santos, Michael (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ab38cb6836de44e18ef4cc6952f65f80-santosmr]; Collins, Francis (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

cc: Menetski, Joseph (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=500 1af52dc42427ea3d34f1e072f8cb7-menetskijp]; Myles, Renate (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=7d317f5626934585b3692a1823c1b522-mylesr]; Burklow, John (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=2e57f267323b43cO8be856acb5b964ca-burklowj]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836bSff4e9988e3770cfc7ee770-tabak!] 

Subject: RE: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 


Yes this was my understanding as well, as conveyed in my note to the war room group yesterday. 


From: Santos, Michael (FNIH) [T] < b6 

Sent: Monday, October 19, 2020 9:23 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Ce: Wholley, David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] < b6 Myles, Renate 
(NIH/OD) [E] < b6 Burklow, John (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) 
[E]< b6 


Subject: RE: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 
Hi Francis, 


My understanding is still that the paper will go live on the Science Translational Medicine website today at 2pm ET, at 
this link: https://science.sciencemag.org/lookup/doi/10,1126/science.abe0948. FYI attached for John and Larry. 


Thanks, 

Mike 

Michael Santos, PhD 

Associa ¢ President, Science | Foundation for the National institutes of Health 


From: Collins, Francis (NIH/OD) [E] b6 

Sent: Monday, October 19, 2020 8:30 AM 

To: Santos, Michael (FNIH) [T] v6 

Cc: Wholley, David (FNIH) [T] b6 ; Menetski, Joseph (FNIH) [T] b6 Myles, Renate 
(NIH/OD) [E] < v6 gov>; Burklow, John (NIH/OD) [E] 6 ; Tabak, Lawrence (NIH/OD) 
[E]< b6 


Subject: RE: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 


Any update on publication timing? 


FC 

From: Santos, Michael (FNIH) [T] < bé 
Sent: Tuesday, October 13, 2020 12:48 PM 
To: Collins, Francis (NIH/OD) [E] b6 
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Cc: Wholley, David (FNIH) [T] < b6 Menetski, Joseph (FNIH) [T] b6 
Subject: RE: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 


Hi Francis, 


We received final comments back from the editor at Science Translational Medicine on Friday, and submitted a final 
version yesterday. Bart Haynes (the corresponding author) thought that it would be published online within a week or 
so, but we've yet to receive confirmation from the journal. We will share that timing and a link to the publication once 
we receive it. 


Thanks, 
Mike 


Michact Santos, PhD 
Associate Vice President, Science | Foundation for the National Institutes of Health 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Tuesday, October 13, 2020 12:44 PM 
To: Wholley, David (FNIH) [T] b6 ; Santos, Michael (FNIH) [T] b6 


Subject: ACTIV Vaccines WG paper on the possibility of immune enhancement from SARS-CoV-2 vaccines? 


Can you remind me what happened with this publication? 
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From: Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA21573B23-ANDERSONJM] 

Sent: 10/19/2020 1:53:46 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d67 7257 -wholleyd]; Collins, Francis (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe0Gebd70-parkeras] 

Subject: RE: ACTIV Daily Update 20201019.pptx 

Attachments: NIH Antiviral Ther Summit Moderator Draft_201019.pptx 


Francis, 
Attached is an update on the Nov 6 NIH SARS-CoV-2 Antiviral Therapeutics Summit. 


All of the Moderators and many of the Panelists have already enthusiastically agreed to participate. We should have the 
full confirmed list by the end of this week. 


¢ We scheduled 20min for introductions from you, Tony and Chris Austin. If you don’t already have a message 
would you consider including NIH-wide program activities, i.e. ACTIV? Nowhere in the meeting are NIH program 


activities presented. Is this a distraction? 


* The group wants to invite someone from FDA as a panelist/discussant to address IND expectations in this area. 
Do you have a recommendation, and can we use your name when inviting? 


@ |assume you want time at the end of the meeting to summarize, provide your perspective and to give direction 
on next steps? OK? 


e The meeting will be open to anyone but to submit a question before the meeting we will also have a registration 


site. 
Jim 
From: Wholley, David (FNIH) [T] < b6 
Sent: Sunday, October 18, 2020 10:14 PM 
To: Collins, Francis (NIH/OD) [E] < b6 Tabak, Lawrence (NIH/OD) [E] < b6 Lane, 
Cliff (NIH/NIAID) [E] < b6 Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] < b6 Anderson, James 
(NIH/OD) [E] < b6 


Subject: ACTIV Daily Update 20201019.pptx 


Please see attached slides for tomorrow morning's war room meeting, Monday October 19. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 10/19/2020 10:15:07 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 

Flag: Follow up 


Just fyi what | sent to Janet, of course... 


From: Wholley, David (FNIH) [T] 

Sent: Monday, October 19, 2020 6:14 PM 

To: Collins, Francis (NIH/OD) [E] < b6 

Subject: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 


Hi Janet: 

Francis and | were going over the slides for Wednesday morning’s Leadership Team meeting, which now begins at 9:15 
AM. /f you will recall the key agenda item is to review the enrollment challenges you brought up on the 10/7 Executive 
Committee. In that light, it makes most sense for you to introduce the topic to the LT. Would you be willing to cover 
slides 13, 14 and 15? Sarah Read will then discuss the specific action items we’ve taken beginning on slide 16. (We 
asked permission of your OWS staff to show slides 13 and 14 by the way, and they have updated them). Please let me 
know? 


(&) (4), (b) (5) 


Thanks, David 
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From: Anderson, James (NIH/OD} [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=73143D1860BC42458BE254CA2 1573B23-ANDERSONJM] 

Sent: 10/20/2020 11:11:24 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabak|]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547282f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d55 1d1d345Seaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe0Gebd70-parkeras] 

Subject: RE: ACTIV Daily Update 20201019.pptx 


Thanks Francis 


Jim 

From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Monday, October 19, 2020 9:54 PM 

To: Anderson, James (NIH/OD) [E] < b6 Wholley, David (FNIH) [T] < b6 Tabak, 
Lawrence (NIH/OD) [E] < 6 Lane, Cliff (NIH/NIAID) [E] < b6 Freire, Maria 
(ENIH) (T] < b6 Austin, Christopher (NIH/NCATS) [E] < b6 Parker, Ashley (NIH/OD) [E] 
< b6 


Subject: RE: ACTIV Daily Update 20201019. pptx 
HiJim, 


Meeting looks great. Yes, I’d be glad to talk about ACTIV in the opening remarks. And I’d be glad to contribute 
to the summary. 


Probably the best FDA rep would be Patrizia Cavazonni, M.D, since she’s the Acting CDER Director while Janet 
Woodcock is detailed to OWS. 


Francis 

From: Anderson, James (NIH/OD) [E] b6 > 

Sent: Monday, October 19, 2020 9:54 AM 

To: Wholley, David (FNIH) [T] b6 >; Collins, Francis (NIH/OD) [E] < b6 ; Tabak, 
Lawrence (NIH/OD) [E] b6 Lane, Cliff (NIH/NIAID) [E] b6 Freire, Maria 
(FNIH) [T] b6 Austin, Christopher (NIH/NCATS) [E] b6 Parker, Ashley (NIH/OD) [E] 
< b6é 


Subject: RE: ACTIV Daily Update 20201019.pptx 
Francis, 


Attached is an update on the Nov 6 NIH SARS-CoV-2 Antiviral Therapeutics Summit. 
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All of the Moderators and many of the Panelists have already enthusiastically agreed to participate. We should have the 
full confirmed list by the end of this week. 


@ We scheduled 20min for introductions from you, Tony and Chris Austin. If you don’t already have a message 
would you consider including NIH-wide program activities, i.e. ACTIV? Nowhere in the meeting are NIH program 


activities presented. Is this a distraction? 


The group wants to invite someone from FDA as a panelist/discussant to address IND expectations in this area. 
Do you have a recommendation, and can we use your name when inviting? 


@ | assume you want time at the end of the meeting to summarize, provide your perspective and to give direction 
on next steps? OK? 


© The meeting will be open to anyone but to submit a question before the meeting we will also have a registration 


site. 
Jim 
From: Wholley, David (FNIH) [T] b6 
Sent: Sunday, October 18, 2020 10:14 PM 
To: Collins, Francis (NIH/OD) [E] b6 } Tabak, Lawrence (NIH/OD) [E] b6 >; Lane, 
Cliff (NIH/NIAID) [E] b6 >; Freire, Maria (FNIH) [T] < b6 Austin, Christopher 
(NIH/NCATS) [E] b6 Parker, Ashley (NIH/OD) [E] b6 ; Anderson, James 
(NIH/OD) [E] b6 


Subject: ACTIV Daily Update 20201019.pptx 


Please see attached slides for tomorrow morning's war room meeting, Monday October 19. 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 


Sent: 10/20/2020 3:08:26 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf] 

Ls 4 Appell, Evan [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=user7ee69e83] 

Subject: RE: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 

Flag: Follow up 


Yes, we’ll put the Verily stuff in. Evan, can you please add and send back to me? And copying Stacey so she can give 
Sarah Read a heads up when she covers the slide. 


From: Collins, Francis (NIH/OD) [E] < b6 
Sent: Tuesday, October 20, 2020 8:27 AM 

To: Wholley, David (FNIH) [T] < b6 

Cc: Appell, Evan < b6 


Subject: RE: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 


Slides look good — a lot of content to go over in slides 13 - 20. For slide 19, should the Verily connection for 
referrals also be included? 


FC 

From: Wholley, David (FNIH) [T] b6 
Sent: Monday, October 19, 2020 6:04 PM 
To: Collins, Francis (NIH/OD) [E] b6 
Cc: Appell, Evan b6 


Subject: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 


Hi Francis, 

Here are the revised slides from our discussion on Friday. | am going to suggest a couple of minor format changes to one 
of the preclinical slides (#5) but otherwise this looks about like what we want. Please have a look and let me know 
where you think we need additional changes. | am going to use this version to give Janet a heads up that we’d like her 
to present slides 13, 14, and 15. 


Thanks, David 
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From: Appell, Evan [ b6 


Sent: 10/20/2020 3:15:48 PM 

To: Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

cc: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: RE: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 

Hi David, 


Yes, | will add that in shortly and send back to you with Stacey cc’d. 


Thanks, 
Evan 


Evan Appell 
Deloitte Consulting LLP 
Mobile: +b 

b6 


From: Wholley, David (FNIH) [T] < b6 

Sent: Tuesday, October 20, 2020 11:08 AM 

To: Collins, Francis (NIH/OD) [E] < b6 

Cc: Appell, Evan < b6 

Subject: [EXT] RE: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 


Yes, we’ll put the Verily stuff in. Evan, can you please add and send back to me? And copying Stacey so she can give 
Sarah Read a heads up when she covers the slide. 


From: Collins, Francis (NIH/OD) [E] b6 
Sent: Tuesday, October 20, 2020 8:27 AM 

To; Wholley, David (FNIH) [T] b6 

Cc: Appell, Evan < v6 


Subject: RE: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 


Slides look good — a lot of content to go over in slides 13 - 20. For slide 19, should the Verily connection for 
referrals also be included? 


FC 

From: Wholley, David (FNIH) [T] b6 
Sent: Monday, October 19, 2020 6:04 PM 
To: Collins, Francis (NIH/OD) [E] b6 
Cc: Appell, Evan b6 


Subject: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 


Hi Francis, 

Here are the revised slides from our discussion on Friday. | am going to suggest a couple of minor format changes to one 
of the preclinical slides (#5) but otherwise this looks about like what we want. Please have a look and let me know 
where you think we need additional changes. | am going to use this version to give Janet a heads up that we’d like her 
to present slides 13, 14, and 15. 
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Thanks, David 


This message (including any attachments) contains confidential information intended for a specific individual 
and purpose, and is protected by law. If you are not the intended recipient, you should delete this message and 
any disclosure, copying, or distribution of this message, or the taking of any action based on it, by you is strictly 
prohibited. 


Deloitte refers to a Deloitte member firm, one of its related entities, or Deloitte Touche Tohmatsu Limited 
("DTTL"). Each Deloitte member firm is a separate legal entity and a member of DTTL. DTTL does not 
provide services to clients, Please see www.deloitte.com/about to learn more. 


v.E.1 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/20/2020 5:35:25 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Woodcock, Janet (FDA/CDER) 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9bc3fc3ebfcf4887 9f92169bd7644e29-Janet.Woodc]; Stoffels, Paul (JJCUS] 
[ b6 

Subject: Copy of October 21 ACTIV Leadership Call Attendees. xIsx 

Attachments: Copy of October 21 ACTIV Leadership Call Attendees.xisx 


Fyi, attendance as of today. 
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From: Austin, Christopher (NIH/NCATS) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP. 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=17597CABC42247548E596778304F781F-AUSTINC] 


Sent: 10/21/2020 12:23:29 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

ce Wholley, David (FNIH) [T] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd] 

Subject: RE: from Rick Myers to Francis about abatacept work that might be helpful 


Very cool! | didn’t know of these data either, or Rick’s involvement with IMIDs (or HD). Both the DMARD paper and even 
more so the COVID preprint will be of great interest to the ACTIV-1 team. | will send to them now and will put them in 
contact with Rick. You may recall we provided significant supplement to AoU two years ago for HudsonAlpha to increase 
their capacity for long-read mutation detection and this will give me the opportunity to catch up w Rick on that 

too. Chris 


From: Collins, Francis (NIH/OD) [E] < b6 

Sent: Tuesday, October 20, 2020 7:52 PM 

To: Austin, Christopher (NIH/NCATS) [E] < b6 

Cc: Wholley, David (FNIH) [T] < b6 

Subject: FW: from Rick Myers to Francis about abatacept work that might be helpful 


Hey Chris, 


Check out the note below from Rick Myers at HudsonAlpha. | had no idea he was connected with abatacept, 
but it seems he is. Is this information already known by the ACTIV-1 team? Is there someone that would be 
good to connect with Rick? 


Francis 


From: Richard M.Myers < b6 

Sent: Tuesday, October 20, 2020 7:22 PM 

To: Collins, Francis (NIH/OD) [E] < b6 b6 

Ce: Richard M. Myers < b6 

Subject: from Rick Myers to Francis about abatacept work that might be helpful 


Hi Francis: 


| hope you’re well, and can’t imagine all that you must be going through this year. It was nice to hear you on NPR this 
morning. We're doing well at HudsonAlpha — lots of COVID stuff, including multiple versions of testing, some antibody 
stuff, wastewater testing and a few other things, while we’re also keeping up fairly well with our research and clinical 
stuff. A few years ago, | started back working on Huntington disease quite a bit, including doing a mini-ENCODE project 
on the 2 Mb around the gene to understand its regulation in human neurons, in hopes of contributing to ways to turn 
the gene down (maybe in an allele-specific way). On a personal note, b6 

b6 


I’m writing because | just read the press release about the ACTIV Immune Modulators clinical trial that is being 
coordinated and overseen by NCATS, and saw that Bristol Myers Squibb's abatacept (ORENCIA) is one of the drugs that is 
part of the trial. | am one of the co-founders of a biotech company called IMIDomics (Immune Mediated Inflammatory 
Disease-omics), which is located in Barcelona, HudsonAlpha and San Francisco. We have a huge biobank and clinical data 
for several thousand patients with 6 different IMIDs, and are doing lots of genomic and genetic analyses on them. Early 
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onin the pandemic, we discovered an interesting and what we (and BMS) think is an important contribution to the 
possible use of abatacept in treating severe forms of COVID-19. We first performed a clinical review of COVID SARS-CoV- 
2 risk in rheumatic IMID patients who were taking disease-modifying anti-rheumatic drugs (DMARD) and discovered that 
there was no increased COVID 19 risk to these IMID patients continuing DMARD therapy. We then performed and 
analysis using our epidemiological, clinical and molecular data to show that many of the biological processes that have 
been consistently associated with COVID-19 pathology were reversed by CD80/86 co-stimulation inhibition, thereby 
strongly suggesting abatacept can play a role in preventing severe COVID-19 symptoms and progression. I’m attaching a 


paper we published as well as a preprint. 


Our company already an established partnership with BMS, and they now know about these findings. We are continuing 
this work with them. I'm writing about this to you because we think that IMIDomics may be able to provide additional 
information that might help inform the clinical trials and additional benefits to patients. If you think we could help in any 


way, please let me know and point me to individuals with whom we should communicate. (My mobile is 


With by best wishes, 


Rick 


Richard M. Myers, Ph.D. 

President and Science Director 

M. A. Loya Chair in Genomics 
HudsonAlpha Institute for Biotechnology 


601 Genome Way 


Huntsville, AL 35806 


b6 _(telephone) 
256-327-0978 (FAX) 


b6 


b6 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 10/21/2020 1:53:28 AM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Subject: FW: ACTIV Leadership Presentation Tomorrow 


My answers to Sarah/Stacey’s questions are in italics below. Just wanted you to see them so we are on the same page. 


From: Wholley, David (FNIH) [T] 

Sent: Tuesday, October 20, 2020 9:50 PM 

To; Adam, Stacey (FNIH) [T] < b6 

Subject: RE: ACTIV Leadership Presentation Tomorrow 


From: Adam, Stacey (FNIH) [T] b6 
Sent: Tuesday, October 20, 2020 6:15 PM 
To: Wholley, David (FNIH) [T] b6 
Subject: ACTIV Leadership Presentation Tomorrow 
Hi David, 
Two things: 
1, Eric will not be at the meeting tomorrow as he got pulled into a Novartis Leadership meeting. OK sorry to hear 
but thanks. 


2. Sarah would like to know two things: 

a. Is she supposed to stop on each slide and allow for discussion of the questions on the bottom? She 
would prefer to address them all at the end. / think it is fine to address them at the end, but she should 
state that intention at the outset, and then we should scroll back through the slides and she should take 
questions on them one by one. 

b. Is FC going to take the last slide of questions to the Leadership? / assume these are the “did we do the 
right things, can you think of anything else” etc. Yes, FC will take those 


Thanks, 
Stacey 


Stacey J. Adam, PhD 

Director, Cancer 

Research Partnerships 

Foundation for the National Institutes of Health 

Direct: b6 Mobile: b6 

fnib.org 

1 ‘linkvlols Suite 600. North Bethesda. MD 20852 
bead 


NIH’s Pandemic Response Fund te combat COVID-1 
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FNIH PANDEMIC 


|. RESPONSE FUND 
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From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 

Sent: 10/21/2020 2:18:15 AM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf}; Tabak, Lawrence (NIH/OD) 
[E] [/o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Lane, Cliff (NIH/NIAID) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=2d7e368a3137473bbce161547a82f2de-clane]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=17597cabce42247548e5967 78304f781f-austinc]; Parker, Ashley (NIH/OD) [E] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=306b2244466140faa9Saaaafe06ebd70-parkeras]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm] 

Subject: ACTIV Daily Update 20201021.pptx 

Attachments: ACTIV Daily Update 20201021.pptx 


Flag: Follow up 


Slides for tomorrow morning’s war room, Wednesday October 21. 


COLL0000014060 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF284 14883D0B6996D677257-WHOLLEYD] 
Sent: 10/19/2020 10:14:29 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 
Subject: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 


Attachments: 10.21 ACTIV Leadership Team Meeting 20201019 ver2.0.pptx 


Hi Janet: 

Francis and | were going over the slides for Wednesday morning’s Leadership Team meeting, which now begins at 9:15 
AM. /f you will recall the key agenda item is to review the enrollment challenges you brought up on the 10/7 Executive 
Committee. In that light, it makes most sense for you to introduce the topic to the LT. Would you be willing to cover 
slides 13, 14 and 15? Sarah Read will then discuss the specific action items we’ve taken beginning on slide 16. (We 
asked permission of your OWS staff to show slides 13 and 14 by the way, and they have updated them). Please let me 
know? 


(b) (4), (©) 6) 


Thanks, David 


COLL0000014072 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3 7 70CFC7EE770-TABAKL] 


Sent: 1/22/2021 4:37:05 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 

Subject: FW: Second tranche of OWS funds 

Flag: Follow up 


(B) (4). (b) (5) 


From: "Shapiro, Neil (NIH/OD) [E]" < b6 
Date: Friday, January 22, 2021 at 11:31 AM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Subject: RE: Second tranche of OWS funds 


(b) (4). (&) (5) 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Friday, January 22, 2021 11:23 AM 

To: Shapiro, Neil (NIH/OD) [E] < b6 
Subject: Re: Second tranche of OWS funds 


() (4). &) 6) 


From: "Shapiro, Neil (NIH/OD) [E]" < b6 
Date: Friday, January 22, 2021 at 11:17 AM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Subject: RE: Second tranche of OWS funds 


(b) (4). (&) ) 


COLLO0000014087 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Friday, January 22, 2021 8:12 AM 

To: Shapiro, Neil (NIH/OD) [E] < b6 
Subject: FW: Second tranche of OWS funds 


Status? 


From: "Wholley, David (FNIH) [T]" < b6 
Date: Friday, January 22, 2021 at 7:36 AM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Ce: "Freire, Maria (FNIH) [T]"< b6 

Subject: FW: Second tranche of OWS funds 


Hi Larry, (b) (4). (&) (5) 
Thanks, David 


From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Friday, January 8, 2021 10:00 AM 

To: Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Shapiro, Neil (NIH/OD) [E] < v6 
Subject: Re: Second tranche of OWS funds 


Sorry — | expect this late next week 
¢ ASFR= Office of the assistant secretary for financial resources at HHS 


e |DDA = Intra-Departmental Delegation of Authority; it is a delegation of authority to obligate and outlay funds 


| have cc’d Neil Shapiro to alert him to urgency. 
Larry 


From: "Wholley, David (FNIH) [T]" b6 

Date: Friday, January 8, 2021 at 9:54 AM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Ce: "Freire, Maria (FNIH) [T]" < b6 

Subject: RE: Second tranche of OWS funds 


Hi, Larry. Thanks for the update. I’m afraid | do not know who ASFR is or what an IDDA is. 


() 4), (6) (5) 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Thursday, January 7, 2021 11:09 AM 

To: Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] < v6 

Subject: Re: Second tranche of OWS funds 


David, 
(&) @). ©) ) 
Larry 


(b) 4). &) G) 


COLLO0000014087 


From: "Wholley, David (FNIH) [T]" < b6 
Date: Tuesday, January 5, 2021 at 8:45 PM 


To: "Tabak, Lawrence (NIH/OD) [E]" b6 
Cc: "Freire, Maria (FNIH) (T]" < 6 
Subject: Second tranche of OWS funds 
Hi Larry— 
(&) @). &) G) 
(b) (4), (b) (5), . Thanks, David 


David Wholley 
ior Vice-President, Research Partnerships 
oundation for the National Institutes of Health 
b6 
f{hih.org, 
11400 Rockville Pike Suite 600 North Bethesda, MD 20852 


Int 2019, the FNIA earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 
us an organization that exceeds industry standards. 


COLL0000014087 


From: Wholley, David (FNIH) [T] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CD9E702FCF28414883D0B6996D677257-WHOLLEYD] 

Sent: 10/21/2020 7:38:37 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf]; Adam, Stacey (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=dcd875f0679648859e 1cf101c0943414-adamsj4]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8598d551d1d345S5eaf14854c83f41d84-freiremc] 

Subject: FW: ACTIV requests 


FYI. 


From: Wholley, David (FNIH) [T] 

Sent: Wednesday, October 21, 2020 3:38 PM 

To: Read, Sarah (NIH/NIAID) [E] b6 Pao, William <william. b6 

Cc: Bill Reiss < b6 Larry Tsai < b6 Adam, Stacey (FNIH) [T] < b6 
Subject: RE: ACTIV requests 


Thank you, William! 


From: Read, Sarah (NIH/NIAID) [E] < b6 

Sent: Wednesday, October 21, 2020 2:10 PM 

To: Pao, William < b6 Wholley, David (FNIH) [T] < b6 

Ce: Bill Reiss < b6 Larry Tsai < b6 Adam, Stacey (FNIH) [T] < b6 


Subject: RE: ACTIV requests 


Great, thanks William! We will figure out which ACTIV team members would be best to connect with Bill and Larry. 


Best, 

Sarah 

From: Pao, William < b6 

Sent: Wednesday, October 21, 2020 1:19 PM 

To: Read, Sarah (NIH/NIAID) [E] < b6é Wholley, David (FNIH) [T] < b6 
Cc: Bill Reiss < b6 Larry Tsai < b6 


Subject: ACTIV requests 


Dear David/Sarah, 

Following up from our ACTIV call today, | have two names for you. Bill and Larry are cc’d. 

L More insights as to how to enroll minority patients. Bill can give insights on our EMPACTA study. 

2. Lessons learned on what is working well for Pharma enrollment vs NIH/academia. Larry may be able to 
contribute. 


Please feel free to f/u with them. 


Best, 
William 


COLL0000014102 


From: Tabak, Lawrence (NIH/OD) [E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3 7 70CFC7EE770-TABAKL] 


Sent: 1/22/2021 6:30:50 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


Subject: Re: Second tranche of OWS funds 
Flag: Follow up 
| don’t know 


Will see if we can find out. Do you wish to contact Kevin or should |? 


From: Francis Collins < b6 

Date: Friday, January 22, 2021 at 1:20 PM 
To: "Tabak, Lawrence (NIH/OD) [E]" < 
Subject: RE: Second tranche of OWS funds 


(6) (4). &) (5) 


From: Tabak, Lawrence (NIH/OD) [E] < 

Sent: Friday, January 22, 2021 11:37 AM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: FW: Second tranche of OWS funds 


(b) (4). (b) (5) 


From: "Shapiro, Neil (NIH/OD) [E]" < 

Date: Friday, January 22, 2021 at 11:31 AM 
To: "Tabak, Lawrence (NIH/OD) [E]" < 
Subject: RE: Second tranche of OWS funds 


From: Tabak, Lawrence (NIH/OD) [E] < 
Sent: Friday, January 22, 2021 11:23 AM 


b6 


b6 


(&) (4), (®) (5) 


COLL0000014119 


To: Shapiro, Neil (NIH/OD) [E] < be 
Subject: Re: Second tranche of OWS funds 


(b) (4). (&) ) 


From: "Shapiro, Neil (NIH/OD) [E]" < b6 
Date: Friday, January 22, 2021 at 11:17 AM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Subject: RE: Second tranche of OWS funds 


(b) (4). (®) (5) 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Friday, January 22, 2021 8:12 AM 

To: Shapiro, Neil (NIH/OD) [E] < b6 
Subject: FW: Second tranche of OWS funds 


Status? 


From: "Wholley, David (FNIH) [T]" < b6 
Date: Friday, January 22, 2021 at 7:36 AM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Ce: "Freire, Maria (FNIH) [T]" < b6 

Subject: FW: Second tranche of OWS funds 


Hi Larry, (b) (4). (b) (5) 

Thanks, David 

From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Friday, January 8, 2021 10:00 AM 

To: Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] < b6é Shapiro, Neil (NIH/OD) [E] < b6 


Subject: Re: Second tranche of OWS funds 


Sorry — | expect this late next week 

e ASFR= Office of the assistant secretary for financial resources at HHS 

e  |DDA = Intra-Departmental Delegation of Authority; it is a delegation of authority to obligate and outlay funds 
| have cc’d Neil Shapiro to alert him to urgency. 
Larry 


From: "Wholley, David (FNIH) [T]" b6 

Date: Friday, January 8, 2021 at 9:54 AM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Ce: "Freire, Maria (FNIH) [T]" < b6 

Subject: RE: Second tranche of OWS funds 


COLLO0000014119 


Hi. Larrv. Thanks for the update. I’m afraid | do not know who ASFR is or what an IDDA is. 


(&) A). ) G) 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Thursday, January 7, 2021 11:09 AM 

To: Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 

Subject: Re: Second tranche of OWS funds 


David, 


(b) (4). (&) (5) 
Larry 


From: "Wholley, David (FNIH) [T]" < b6 
Date: Tuesday, January 5, 2021 at 8:45 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Ce: "Freire, Maria (FNIH) [T]" < b6 

Subject: Second tranche of OWS funds 


Hi Larry— 
ar (b) (4). (b) (5) 


(b) (4). (b) (5) Thanks, David 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 : 
{nih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 26852 


(b) (4). (b) (5) 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 


as an organization that exceeds industry standards, 


COLL0000014119 


From: Tabak, Lawrence (NIH/OD) (E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02E22836B5FF4E9988E3 7 70CFC7EE770-TABAKL] 


Sent: 1/22/2021 6:45:54 PM 


To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca313f44ced9938e50d2ff0b6c2-collinsf] 


Subject: Re: Second tranche of OWS funds 


Flag: Follow up 


| have reached out to Kevin to see if | can sort this out. 


From: Francis Collins < b6 

Date: Friday, January 22, 2021 at 1:20 PM 
To: "Tabak, Lawrence (NIH/OD) [E]" < 
Subject: RE: Second tranche of OWS funds 


(b) (4), () ) 


From: Tabak, Lawrence (NIH/OD) [E] < 

Sent: Friday, January 22, 2021 11:37 AM 

To: Collins, Francis (NIH/OD) [E] < b6 
Subject: FW: Second tranche of OWS funds 


(b) (4), (®) (5) 


From: "Shapiro, Neil (NIH/OD) [E]" < 

Date: Friday, January 22, 2021 at 11:31 AM 
To: "Tabak, Lawrence (NIH/OD) [E]" < 
Subject: RE: Second tranche of OWS funds 


From: Tabak, Lawrence (NIH/OD) [E] < 
Sent: Friday, January 22, 2021 11:23 AM 


b6 


b6 


(b) (4). (&) (5) 


COLL0000014130 


To: Shapiro, Neil (NIH/OD) [E] < b6 
Subject: Re: Second tranche of OWS funds 


(b) 4). &) ) 


From: "Shapiro, Neil (NIH/OD) [E]" < b6 
Date: Friday, January 22, 2021 at 11:17 AM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Subject: RE: Second tranche of OWS funds 


(b) (4), (&) (5) 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Friday, January 22, 2021 8:12 AM 

To: Shapiro, Neil (NIH/OD) [E] < b6 
Subject: FW: Second tranche of OWS funds 


Status? 


From: "Wholley, David (FNIH) [T]" < b6 
Date: Friday, January 22, 2021 at 7:36 AM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Ce: "Freire, Maria (FNIH) [T]" < b6 

Subject: FW: Second tranche of OWS funds 


Hi Larry, (b) (4), (b) (5) 

Thanks, David 

From: Tabak, Lawrence (NIH/OD) [E] < b6 

Sent: Friday, January 8, 2021 10:00 AM 

To: Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 Shapiro, Neil (NIH/OD) [E] < b6 


Subject: Re: Second tranche of OWS funds 


Sorry — | expect this late next week 

© ASFR= Office of the assistant secretary for financial resources at HHS 

e  |DDA = Intra-Departmental Delegation of Authority; it is a delegation of authority to obligate and outlay funds 
| have cc’d Neil Shapiro to alert him to urgency. 
Larry 


From: "Wholley, David (FNIH) [T]" b6 
Date: Friday, January 8, 2021 at 9:54 AM 
To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Ce: "Freire, Maria (FNIH) [T]" < b6 

Subject: RE: Second tranche of OWS funds 


COLL0000014130 


Hi, Larry. Thanks for the update. I’m afraid | do not know who ASFR is or what an IDDA is. 


(&) 4). &) G) 


From: Tabak, Lawrence (NIH/OD) [E] < b6 
Sent: Thursday, January 7, 2021 11:09 AM 

To: Wholley, David (FNIH) [T] < b6 

Ce: Freire, Maria (FNIH) [T] < b6 

Subject: Re: Second tranche of OWS funds 


David, 


(b) (4). (&) (5) 
Larry 


From: "Wholley, David (FNIH) [T]" < b6 
Date: Tuesday, January 5, 2021 at 8:45 PM 

To: "Tabak, Lawrence (NIH/OD) [E]" < b6 
Ce: "Freire, Maria (FNIH) [T]" < b6 

Subject: Second tranche of OWS funds 


Hi Larry— 
(b) (4), (©) 5) 


(b) (4). (b) (5) Thanks, David 


David Wholley 
Senior Vice-President, Research Partnerships 
Foundation for the National Institutes of Health 
b6 : 
{nih.org 
11400 Rockville Pike Suite 600 North Bethesda, MD 26852 


(b) ). (&) G) 


In 2019, the FNIH earned the highest rating from Charity Navigator for the fifth consecutive year and was recognized 


as an organization that exceeds industry standards, 


COLL0000014130 


From: Lane, Cliff (NIH/NIAID) {E] [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF 23SPDLT)/CN=RECIPIENTS/CN=2D7E368A3137473BBCE161547A82F2DE-CLANE] 

Sent: 10/22/2020 11:51:30 PM 

To: Collins, Francis (NIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=410e1ca31344ced9938e50d2ff0b6c2-collinsf]; Wholley, David (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cd9e702fcf28414883d0b6996d677257-wholleyd]; Freire, Maria (FNIH) [T] 
[/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=8598d551d1d3455eaf14854c83f41d84-freiremc]; Tabak, Lawrence (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=02e22836b5ff4e9988e3770cfc7ee770-tabakl]; Austin, Christopher 
(NIH/NCATS) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=17597cabc42247548e5967 78304f781f-austinc]; Anderson, James (NIH/OD) 
[E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=73143d1860bc42458be254ca21573b23-andersonjm]; Parker, Ashley 
(INIH/OD) [E] [/o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF 23SPDLT)/cn=Recipients/cn=306b2244466140faa9SaaaafeO6ebd70-parkeras) 


Subject: Re: IAVI and Serum Institute Announce Collaboration with Merck KGaA for SARS-CoV-2 Monoclonal Antibodies 
Flag: Follow up 
(b) (5) 
Cliff 
From: "Collins, Francis (NIH/OD) [E]" < b6 
Date: Thursday, October 22, 2020 at 7:46 PM 
To: "Wholley, David (FNIH) [T]" < b6 “Freire, Maria (FNIH) [T]" < b6 Lawrence 
Tabak < b6 “Lane, Cliff (NIH/NIAID) [E]" < b6 "Austin, Christopher 
(NIH/NCATS) [E]" < b6 "Anderson, James (NIH/OD) [E]" < b6 
"Parker, Ashley (NIH/OD) [E]" < b6 


Subject: FW: IAVI and Serum Institute Announce Collaboration with Merck KGaA for SARS-CoV-2 Monoclonal 
Antibodies 


FYI will be interested in your thoughts on this. 


From: Mark Feinberg < b6 
Sent: Thursday, October 22, 2020 10:24 AM 
To: Collins, Francis (NIH/OD) [E] < b6 


Subject: AVI and Serum Institute Announce Collaboration with Merck KGaA for SARS-CoV-2 Monoclonal Antibodies 
Importance: High 


Dear Francis, 


| hope this note finds you doing well in this complex time. Thanks so much for your ongoing efforts to apply the best 
science to address the COVID-19 pandemic. 


I’m writing to you today to update you of a new IAVI partnership that we hope will make a vital contribution to COVID- 
19 response and to enabling equitable access to monoclonal antibody (mAb) products: today IAV! and Serum Institute of 


COLL0000014134 


